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 IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

    BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

___________________________

ILLUMINA, INC.,            )

                           )

               OPPOSER,    )
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                           ) 91211615

MERIDIAN BIOSCIENCE, INC., )

                           )

               APPLICANT.  )

___________________________)    

         Deposition of NAOMI O'GRADY, taken on

         behalf of the Applicant, Meridian    

         Bioscience, Inc., at 12790 El Camino          

         Real, San Diego, California, commencing 

         at 7:48 a.m., on Thursday, December 4,  

         2014, before Tracy M. Fox, CSR Number   

         10449, Certified Shorthand Reporter in  

         and for the State of California 

---------------------------------------------------

               DIGITAL EVIDENCE GROUP

            1726 M Street NW, Suite 1010

               Washington, DC  20036

                   (202) 232-0646  
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1           SAN DIEGO, CALIFORNIA, THURSDAY

2                  DECEMBER 4, 2014 

3                      7:48 A.M.

4

5                    NAOMI O'GRADY,

6         called as a witness and sworn in by 

7        the deposition officer, was examined 

8              and testified as follows:

9           

10           DEPOSITION OFFICER:  Would you raise your 

11 right hand.

12           Do you solemnly state that the testimony 

13 you are about to give in the following deposition 

14 will be the truth, the whole truth, and nothing but 

15 the truth?  

16           THE WITNESS:  Yes.   

17           DEPOSITION OFFICER:  Thank you.  

18           

19                     EXAMINATION

20 BY MR. HANKINSON:

21      Q.   Good morning.  

22      A.   Good morning.  
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1      Q.   We were just introduced, but I'll say it 

2 again.  

3           I'm Tom Hankinson.  I represent Meridian 

4 in this case.  

5           With me today is Mike Hurst, who also 

6 represents Meridian.  

7           Thank you for coming in.  

8           Have you ever been deposed before?  

9      A.   No.  

10      Q.   I'll be asking questions.  You'll be 

11 giving the answers.  We'll try not to talk over each 

12 other so that the court reporter here can take down 

13 the complete question and answer.  

14           Is that okay?  

15      A.   Yes.  

16      Q.   If at any point you don't understand my 

17 question or would like for it to be repeated, please 

18 just ask.  

19           Is that okay?  

20      A.   Yes.  

21      Q.   If you answer, I'll assume that you 

22 understood it and heard it.  
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1           Is that fair?  

2      A.   Yes.  

3      Q.   These are just preliminaries.  

4           If at any point you'd like to take a 

5 break, just let us know.  Okay?  

6      A.   Yes.  

7      Q.   You'll have to answer any question that's 

8 already pending, and then we can take the break.  

9           Do you understand?  

10      A.   Yes.  

11      Q.   And you're doing a great job already, but 

12 try to answer with a "Yes" or a "No" instead of a 

13 head nod or an "Uh-huh," because that can be 

14 ambiguous in the transcript.  

15           Is that fair?  

16      A.   Yes.  

17      Q.   Thank you.  

18           I'd like to start by talking about your 

19 background a little bit.  

20           Would you please take me through your 

21 education after high school.  

22      A.   I received a bachelor's degree in biology 
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1 with a specialty in cell and molecular biochemistry 

2 at San Diego State University.  

3           I also have a master's degree in business 

4 with an emphasis in entrepreneurship, also from San 

5 Diego State University.  

6      Q.   Is that your complete formal education 

7 after high school?  

8      A.   I also have a certificate in design 

9 control from the University of California San Diego.  

10      Q.   The bachelor's in biology, was that a 

11 four-year program?  

12      A.   Yes.  

13      Q.   Your MBA, was that two years?  Three 

14 years?  

15      A.   I'm not sure what the formal duration was.  

16      Q.   Were you working at the time?  

17      A.   Yes.  

18      Q.   Where were you working then?  

19      A.   I was working at a biotech company called 

20 Nanogen, and also at Illumina at the time I was 

21 getting that degree.  

22      Q.   No wonder it's a blur.  
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1           And then how long was the program at the 

2 University of California San Diego in design 

3 control?  

4      A.   It was a several-week program.  

5      Q.   About when did you go through that 

6 design-control program?  

7      A.   It was during my time at Nanogen.  

8           DEPOSITION OFFICER:  Can you spell that?

9           THE WITNESS:  N-a-n-o-g-e-n.  

10           DEPOSITION OFFICER:  Thank you.  

11           THE WITNESS:  Prior to 2007.  

12 ///

13 BY MR. HANKINSON:

14      Q.   Do you use your biology background and 

15 your specialty in cell and molecular biochemistry in 

16 your work at Illumina?  

17      A.   Yes.  

18      Q.   And in what ways would you say that that 

19 background applies to your current work at 

20 Illumina?  

21      A.   The field of molecular diagnostics is 

22 looking at DNA and RNA sequences, so the specialty 
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1 in cell and molecular biochemistry is very useful to 

2 that understanding.  

3      Q.   Your current work deals with -- is it 

4 marketing of oncology services?  

5      A.   Product marketing for oncology.  My focus 

6 is the molecular diagnostics market.  

7      Q.   And your understanding or definition of 

8 "molecular diagnostics" -- just to make sure that I 

9 got it right -- is it that that field deals with 

10 looking at DNA and RNA sequences?  

11      A.   No, not necessarily.  

12           There are other applications of molecular 

13 diagnostics beyond just looking at sequences.  

14      Q.   So I'm sorry if I misunderstood you.  

15           You were answering that you use your 

16 biology background in your work at Illumina insofar 

17 as that work deals with looking at DNA and RNA 

18 sequences in the products and services that are 

19 offered?  

20      A.   The  -- I'm sorry?  

21           Is there a question -- was that a 

22 question?  
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1      Q.   Did I have that right?  

2      A.   There are additional uses of -- there are 

3 additional fields of molecular diagnostics beyond 

4 DNA and RNA that I focused on in my time at 

5 Illumina.  

6      Q.   Okay.  And would you please give me an 

7 exhaustive list of those?  

8      A.   We -- 

9      Q.   And do you understand "exhaustive" meaning 

10 all of them?  

11      A.   Yes.  

12      Q.   Not that it's going to make us tired, 

13 although it might.  

14      A.   Yeah.  

15      Q.   Sorry for interrupting.  

16      A.   We have a -- a technology called the 

17 BeadXpress on which there -- we offered beads that 

18 were carboxylated that enable protein and 

19 cytokine -- 

20      Q.   That's c-y-t-o- --

21      A.   C-y-t-o-k-i-n-e.  

22           -- assays.  
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1           So, in addition, we also detect 

2 methylation.  

3      Q.   That's m-e-t-h-y-l-a-t-i-o-n; right?  

4      A.   Yeah.  

5      Q.   Oh, is that complete?  

6      A.   I'm thinking.  

7           Yes, that's complete.  

8      Q.   And would you please tell me any other 

9 aspects of molecular diagnostics that are not 

10 looking at DNA and RNA sequences that Illumina 

11 engages in its products and services?  

12           Because I was asking about your work, and 

13 now I'm broadening it out to the company.  

14           MR. HORNE:  You mean ever or now or -- 

15 BY MR. HANKINSON:

16      Q.   I'd like to hear both, so let's start with 

17 at the current time.  

18      A.   The carboxylated beads that I described 

19 are enabling of protein detection, which has 

20 application in molecular diagnostics.  

21      Q.   And how is that different from the one 

22 that you listed for your own work?  
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1      A.   It's the same.  

2      Q.   Okay.  Are there any in addition to what 

3 we've discussed already?  

4      A.   Not that I'm aware of.  

5      Q.   And in your work currently in oncology, 

6 but previously more generally, would you expect to 

7 be aware of the products and services offered by 

8 Illumina?  

9      A.   I can't say that I would be aware of all 

10 products and services offered by Illumina.  

11      Q.   What about within the field of molecular 

12 diagnostics?  

13      A.   It's possible that there were others that 

14 I was not aware of.  

15      Q.   Setting aside sort of a weird situation in 

16 which -- like just in the realm of possibility 

17 anything can happen, do you have any reason to 

18 believe that you're unaware of a molecular 

19 diagnostics product or service that Illumina 

20 currently markets or sells?  

21      A.   Not markets or sells.  

22      Q.   You might not be aware of R&D that's going 
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1 on but isn't yet to market; is that what you're 

2 saying?  

3      A.   Yes.  

4      Q.   And now let's ask the same question for 

5 the past.  

6           So any discontinued or no longer sold or 

7 marketed products or services of Illumina within the 

8 field of molecular diagnostics, would you please 

9 list any of those that you're aware of.  

10      A.   The BeadXpress Factor V and II IVD is 

11 discontinued.  

12      Q.   So that's "Factor," Roman Numeral "V," and 

13 "Factor," Roman Numeral "II, IVD"?  

14           Do I have that right?  

15      A.   It's probably not the official name of the 

16 product, but in -- in general that's what it was 

17 detecting.  

18      Q.   What was the product?  

19      A.   Are you asking me for the name?  

20      Q.   Yes.  

21      A.   I -- I'm not sure of the exact brand 

22 name.  
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1      Q.   The BeadXpress Reader was the machine that 

2 was used in providing that?  

3      A.   Yes.  

4      Q.   Was the factor -- well, could you just 

5 explain a little bit more about how that Factor V 

6 and Factor II detection worked?  

7           What was Illumina offering?  

8      A.   Sure.  

9           It was a DNA genotyping assay for variants 

10 associated with Factor V and II Leiden that was 

11 detected on the BeadXpress Reader.  

12      Q.   Is your answer complete?  

13      A.   Are you -- are you looking for more -- 

14      Q.   No, I just want to make -- 

15      A.   -- specific molecular -- 

16      Q.   I just -- before I ask my next question, I 

17 didn't know if you were done speaking or not.  

18      A.   I'm done speaking.  

19      Q.   Could you spell "Leiden"?  

20      A.   L-e-i-d-e-n.  

21      Q.   And "variants" is v-a-r-i-a-n-t-s?  

22      A.   Yes.  
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1      Q.   "Genotyping," G-e-n-o-t-y-p-i-n-g?  

2      A.   Yes.  

3      Q.   That has to do with genetics, I'm 

4 assuming?  

5      A.   It's inherited, yes.  

6      Q.   So genotyping is a field related to 

7 inherited genes?  

8      A.   Yes.  

9      Q.   Who was using the BeadXpress machine when 

10 it was used in detecting Factor V or Factor II at 

11 the time that that service was offered?  

12      A.   Molecular Diagnostics Laboratories.  

13      Q.   The laboratory would purchase a BeadXpress 

14 Reader?  

15           Do I have that right?  

16      A.   Yes.  

17      Q.   Was that the first IVD product that 

18 Illumina -- let me ask that a different way.  

19           Was that the first use of an Illumina 

20 product in the field of IVD?  

21           MR. HORNE:  Vague.  

22           THE WITNESS:  The -- no.  
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1 BY MR. HANKINSON:

2      Q.   How many came before that?  

3      A.   Many.  There were many products registered 

4 with the FDA as a Class I exempt device prior to 

5 Factor V and II.  

6      Q.   We were listing the products or services 

7 sold or marketed by Illumina in the past that are 

8 not currently offered in the field of molecular 

9 diagnostics, and we just discussed the BeadXpress 

10 Reader -- 

11      A.   Uh-huh.  

12      Q.   -- as it pertains to Factor V and II and 

13 IVD.  

14      A.   Uh-huh.  

15      Q.   Are there any others?  

16      A.   Yes.  

17      Q.   Could you go on?  

18      A.   The -- I'm unclear on exactly which 

19 products are discontinued versus still available.  

20      Q.   How about all the ones we haven't talked 

21 about already.  

22      A.   Whether or not they're discontinued?  
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1      Q.   Yes.  I think if you knew about them, you 

2 would have -- and they were not discontinued, you 

3 would have already listed them.  

4           If you remember more, add to that answer.  

5           Does that make sense?  

6      A.   I think -- I think -- no, it doesn't make 

7 sense.  

8           I'm sorry.  

9      Q.   Okay.  

10      A.   Previously I was describing fields of use 

11 of the technology, and I didn't list exhaustively 

12 all of Illumina's products.  

13           And now you're asking me to list specific 

14 products.  I -- I understand that you're asking me 

15 to list specific products, and -- and that's why I'm 

16 confused.  

17      Q.   So when we were discussing Illumina's 

18 current products and services that are offered and 

19 marketed or sold in the field of molecular 

20 diagnostics -- 

21      A.   Uh-huh.  

22      Q.   -- you were listing fields as opposed to 
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1 products?  

2      A.   Yes.  

3      Q.   And in each field that you listed, there 

4 might be additional, like, product names?  

5      A.   Yes.  

6      Q.   But the fields that you discussed were for 

7 the current marketing and sales of Illumina -- the 

8 BeadXpress when used with carboxylated -- 

9           Did we spell that for you?  

10           DEPOSITION OFFICER:  Yes.  

11           THE WITNESS:  Okay.  

12 BY MR. HANKINSON:

13      Q.   -- beads and detecting methylation.  

14           Are those all fields?  

15      A.   The fields of -- the -- the analytes that 

16 can be detected with Illumina technology are DNA, 

17 RNA, and protein.  

18           There are methods of detection available 

19 from Illumina with multiple instruments and products 

20 in those areas.  

21           DEPOSITION OFFICER:  How do you spell 

22 "analytes"?  
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1           THE WITNESS:  A-n-a-l-y-t-e-s.  

2 BY MR. HANKINSON:

3      Q.   Pardon me for being simplistic.  

4           There are machines that are sold -- 

5      A.   Yes.  

6      Q.   -- to laboratories; right?  

7      A.   Yes.  

8      Q.   And I kind of view those as like platforms 

9 to run certain things at the lab?  

10      A.   Yes.  

11      Q.   And then there's inputs to that process 

12 that are also sold by Illumina?  

13      A.   That's right.  

14      Q.   Including beads?  

15      A.   Yes.  

16      Q.   And including oligo?  What's that?  Are 

17 those in the beads?  

18           What starts with oligo, o-l-i-g-o?  

19      A.   What starts with oligo?  

20      Q.   I'm blanking.  

21      A.   I don't understand your question.  

22           I'm sorry.  
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1      Q.   I'm trying to remember some of the inputs 

2 to those platforms that are sold by Illumina.  

3           I'm remembering like --

4      A.   Sure.  

5      Q.   -- a word that starts with that.  

6      A.   That -- it's -- it's not -- it's not that 

7 simple.  

8      Q.   Okay.  

9      A.   It's -- it's just not that simple.  

10           There -- there are many different assay 

11 methods that Illumina offers and consumables 

12 associated with them that interface with our array 

13 and sequencing platforms.  

14      Q.   When you say "array and sequencing 

15 platforms," are those machines that are sold to 

16 laboratories?  

17      A.   Yes.  

18      Q.   And one of those is the BeadXpress; 

19 right?  

20      A.   Yes.  

21      Q.   Is there a BeadArray machine?  

22      A.   A BeadArray Reader.  
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1      Q.   And what are the other ones, currently?  

2      A.   Genome analyzer, MiSeq and MiSeqDx, 

3 NextSeq, HiSeq.  

4           And there are various versions of the 

5 HiSeq available.  

6      Q.   What was the cheapest one of those?  

7      A.   I'm sorry.  

8           There's one more instrument that I can't 

9 recall the name of that was a PCR machine.  That was 

10 the cheapest.  

11      Q.   How much did that cost?  

12      A.   I don't recall the exact price.  

13      Q.   It's discontinued now?  

14      A.   It's discontinued.  

15      Q.   Was it more than 10,000 dollars?  

16      A.   Yes.  

17      Q.   Can you give me a ballpark so I don't just 

18 march up by tens?  

19      A.   I think it was in the realm of 30- to 

20 50,000.  

21           I don't remember the exact price, but it 

22 was a low-priced instrument for PCR.  
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1      Q.   And that's no longer offered?  

2      A.   That's not available anymore.  

3      Q.   What's the price range for a genome 

4 analyzer?  

5      A.   I'm not sure.  I -- I don't want to 

6 speculate on that one.  I -- I don't know the 

7 prices.  

8           I -- I do know them of the other 

9 instruments.  

10      Q.   It is more than 30- to 50,000 dollars?  

11      A.   Yes.  

12      Q.   What about the MiSeq.  

13           And that's M-y -- 

14      A.   No.  M-i.  

15      Q.   M-i?  

16      A.   S-e-q.  

17      Q.   With a capital "S"?  

18      A.   Yes.  

19      Q.   How much will that run me?  

20      A.   98,000.  

21      Q.   And what about the MiSeqDx?  

22      A.   125,000.  
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1      Q.   NextSeq?  

2           All of these "Seqs" are capital S-e-q.  

3           DEPOSITION OFFICER:  Thanks.  

4           THE WITNESS:  250,000.  

5 BY MR. HANKINSON:

6      Q.   I'm almost afraid to ask about HiSeq.  

7      A.   Because there are so many versions, I'm 

8 not certain.  

9      Q.   What's the cheapest HiSeq?  

10      A.   I'm not sure.  

11      Q.   Is it more than 250,000?  

12      A.   Yes.  

13      Q.   Is it less than a million?  

14      A.   Yes.  

15      Q.   Does it run the gamut between those two 

16 numbers?  

17      A.   Yes.  

18           MR. HANKINSON:  Gamut is g-a-m-u-t.  

19           Do people use that anymore?  

20           DEPOSITION OFFICER:  It's right here, 

21 believe it or not (indicating).  Yes, my dad uses 

22 gamut all the time.
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1           MR. HANKINSON:  That's funny. 

2 BY MR. HANKINSON:

3      Q.   What's the difference between the MiSeq 

4 and the MiSeqDx?  

5      A.   FDA approval.  We have FDA approval on the 

6 MiSeqDx.  

7      Q.   Otherwise it's the same?  

8      A.   Not completely.  

9      Q.   So what are the differences?  

10      A.   There's a version of chemistry that is 

11 currently not supported on the MiSeqDx.  

12      Q.   Why not?  

13      A.   Because it came after FDA approval.  

14           I'm sorry.  That's not correct.  

15           It came during development of the MiSeqDx 

16 for clearance.  

17      Q.   "Clearance," is that another term for FDA 

18 approval?  

19      A.   It's a different type of FDA submission.  

20      Q.   Is it when there's an FDA-approved product 

21 and then it's cleared for another use or -- just -- 

22      A.   No.  
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1      Q.   -- correct me.  I'm just -- 

2      A.   Yes. 

3      Q.   -- trying to stab around and get at it.  

4      A.   A 510(k) submission, which is a type of 

5 application to the FDA, is cleared; and a PMA is 

6 approved.  

7           It has to do with risk and safety and 

8 effectiveness.  

9      Q.   Are all of Illumina's products cleared, or 

10 are some of them approved in the field of 

11 diagnostics?  

12      A.   We have some instruments that are cleared; 

13 we have not yet submitted a PMA to the FDA.  

14      Q.   So the MiSeq platform existed prior to  

15 some point in time when it was decided to try to 

16 clear that, or something similar, through the FDA; 

17 right?  

18      A.   No.  

19      Q.   Okay.  Correct me.  

20      A.   When that instrument was conceived, our 

21 intention was to solis- -- to go to the clinic with 

22 the system and seek FDA clearance or approval with 
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1 multiple applications.  

2      Q.   And when was that?  

3      A.   Are you asking me when development 

4 initiated?  

5      Q.   Yes.  

6      A.   I don't know.  

7      Q.   What's the first date on which you 

8 remember learning of the MiSeq?  

9      A.   I -- I don't recall.  

10      Q.   What is a Class I exempt device?  

11      A.   It's a -- I am not an expert in 

12 regulatory, but I can explain what it means to me.  

13      Q.   Please do so.  

14      A.   It's a low-risk device that the FDA grants 

15 exemption to a certain ranking.  

16      Q.   Is your field right now marketing?  

17      A.   I am a product marketer, and I also have 

18 responsibility for some development projects.  

19      Q.   Do you use your biology background with 

20 your specialty in selling molecular biochemistry in 

21 your role as a product marketer, or only in your 

22 role as taking part in certain development 
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1 projects?  

2      A.   Both.  

3      Q.   In what ways does that apply to your role 

4 as a product marketer?  

5      A.   Communicating to customers, developing 

6 marketing literature, planning life cycle of 

7 products.  

8      Q.   So this is a different kind of marketing 

9 than I'm used to where somebody's in communications 

10 and -- and they're kind of working with 

11 advertisement agencies or coming up with like a -- 

12 how much they're going to spend and how they're 

13 going to do it.  

14           I mean, those people aren't really 

15 scientifically trained to talk to the customers, I 

16 guess, because the products are not always so 

17 sophisticated?  

18           MR. HORNE:  I just that lacks foundation.  

19           Is that a question?  

20           THE WITNESS:  Are you asking me a 

21 question?  

22 BY MR. HANKINSON:
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1      Q.   Yeah.  

2           I mean, does that strike you as right?  

3           MR. HORNE:  Vague, lacks foundation.  

4           THE WITNESS:  I -- I don't -- I don't 

5 understand.  

6 BY MR. HANKINSON:

7      Q.   I'm sorry.  That's because it's vague and 

8 it lacks foundation.  

9           So when you are communicating to 

10 customers, how are you applying your biology 

11 background with your specialty in cell and molecular 

12 biochemistry?  

13      A.   Customers in the field of molecular 

14 diagnostics are testing for -- they're looking for 

15 answers to questions that are answered by molecular 

16 biology, so my education gives me credibility in 

17 communicating with that customer.  

18      Q.   So they expect somebody who's marketing 

19 the product to like know the science?  

20           MR. HORNE:  Lacks foundation.  

21           THE WITNESS:  I don't know what the 

22 customer -- if -- if all customers expect that.  
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1 BY MR. HANKINSON:

2      Q.   But you find that that gives you 

3 credibility with them?  

4      A.   I -- I -- yes.  

5      Q.   So they all must be scientifically 

6 trained, and they're in that field; right?  

7           MR. HORNE:  Lacks foundation, vague.  

8 BY MR. HANKINSON:

9      Q.   Is it true?  

10           MR. HORNE:  Compound.  

11           THE WITNESS:  You know, I don't understand 

12 your question.  

13           I'm sorry.  

14 BY MR. HANKINSON:

15      Q.   Yeah.  I mean, so you're credible to them 

16 because you have this background and can speak the 

17 language.  

18           Is that fair to say?  

19      A.   Our -- our customers are lab directors in 

20 a molecular laboratory and ask questions about 

21 technology.  

22      Q.   What kind of questions about the 
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1 technology do they ask?  

2      A.   How it can answer their molecular -- or 

3 their clinical question.  

4      Q.   What other types of questions?  

5      A.   Does a person have disease?  Will they 

6 respond to a drug?  

7      Q.   I'm asking you what other types of 

8 questions do the lab directors that you're talking 

9 about ask about the product?  

10      A.   What's the throughput in terms of samples 

11 per run?  

12           What's the laboratory workflow?  

13           How is reporting done?  

14           They ask questions about how it will be 

15 implemented into their laboratory.  

16      Q.   Now, Illumina offers training in those 

17 aspects; right?  

18           MR. HORNE:  Vague.  

19           THE WITNESS:  Can you ask the question in 

20 another way? 

21 BY MR. HANKINSON:

22      Q.   Illumina offers training in how an 
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1 Illumina platform will be implemented in a lab; 

2 right?  

3           MR. HORNE:  Vague.  

4           THE WITNESS:  Can you ask it another way?  

5 BY MR. HANKINSON:

6      Q.   Does Illumina offer training?  

7      A.   Yes.  

8           MR. HORNE:  Vague.  

9           I'm just saying I'm not -- I'm 

10 objecting -- I don't know if you mean to the 

11 customers or the employees.  

12           That's why I'm objecting, so... 

13 BY MR. HANKINSON:

14      Q.   Does Illumina offer training to personnel 

15 at laboratories that buys platforms?  

16      A.   Yes.  

17      Q.   Does part of the training of the personnel 

18 at the laboratories that buy Illumina's platform 

19 include implementation of the platform at their 

20 laboratory?  

21      A.   Yes.  

22      Q.   Nevertheless, the lab directors who are 
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1 making the purchasing decisions ask you questions 

2 prior to purchasing as well; is that correct?  

3      A.   Yes.  

4      Q.   And those questions are as detailed as how 

5 the work flow in their laboratory will work when 

6 they are implementing Illumina's platform; is that 

7 right?  

8      A.   Are you -- are you asking me if that's 

9 the -- 

10      Q.   It gets down to that level of detail?  

11      A.   Yes.  

12      Q.   And when we talk about laboratory work 

13 flow, it has to do with who at the lab will have to, 

14 you know, prepare whatever's going to be the input 

15 to the platform, how long that will take them, who 

16 else might be involved, how long it will be in the 

17 platform while it's performing whatever it does, how 

18 people will be notified that it's done, who's going 

19 to take it out, how long that's going to take them, 

20 what kind of data is coming out of it, and how long 

21 that takes.  

22           These are the types of questions that 
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1 they're asking?  

2           MR. HORNE:  Compound.  

3           THE WITNESS:  You -- you did say a lot of 

4 things there kind of quickly.  

5           Can -- can you maybe ask me a different 

6 question in a different way?  

7 BY MR. HANKINSON:

8      Q.   Sure.  

9           We've established that the lab directors, 

10 prior to purchasing Illumina's platforms, ask about 

11 laboratory workflow?  

12      A.   Yes.  

13      Q.   And I'm trying to give examples of what 

14 laboratory workflow is.  

15      A.   Sure.  

16      Q.   Would you want to provide them instead of 

17 me stabbing at them?  

18      A.   Sure.  

19           Well, usually a lab manager will be 

20 thinking from sample to answer.  So how -- how is 

21 that workflow going to impact their laboratory space 

22 and resources from sample to answer.  
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1           And then they ask questions in that 

2 regard.  

3      Q.   Does "resources" include people?  

4      A.   Yes.  

5      Q.   And what else does resources include?  

6      A.   Equipment, consumables.  

7      Q.   Does Illumina sell consumables that are 

8 used by its customers outside of their use with 

9 Illumina's platforms?  

10      A.   I don't understand your question.  

11      Q.   Does Illumina sell any consumables that 

12 are used for purposes in the customers' laboratories 

13 other than their use with platforms that have been 

14 sold by Illumina?  

15      A.   Yes.  

16      Q.   Could you tell me what those consumables 

17 are and how they are used outside of platforms that 

18 are sold by Illumina?  

19      A.   Illumina has a company we acquired called 

20 Epicentre that provides consumables, like enzymes, 

21 that are useful with Illumina platforms and for 

22 other purposes.  
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1      Q.   Is that it?  

2      A.   I'm -- I'm not able to provide an 

3 exhaustive list of consumables that could be used 

4 outside of our instruments.  

5      Q.   So prior to purchasing an Illumina 

6 platform, the lab director is interested in the 

7 space within the lab and the utilization of the 

8 lab's resources.  

9           We already discussed that; right?  

10      A.   Yes.  

11      Q.   And when we say that a resource includes 

12 people, what are the people doing with the platform 

13 that's, you know, taking up lab resources?  

14      A.   Executing the assay process.  

15      Q.   And the idea -- and being curious about 

16 this if I'm a lab director -- is that the people who 

17 are executing that process would have other things 

18 to do.  

19           You want to sort of get a sense of how 

20 long it takes and when these things are going to be 

21 occurring?  

22           Do I have that right?  
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1      A.   Yes.  

2      Q.   And then in terms of consumables, if I'm a 

3 lab director who's considering purchasing a platform 

4 from Illumina, I want to know in advance, "Well, 

5 what are the consumables that I'm then going to have 

6 to continue to purchase in the future in order to 

7 get the value out of platform?"  

8           Right?  

9      A.   I -- can you ask the question another way?  

10      Q.   The lab director is interested in 

11 questions about the consumables as a, you know, lab 

12 resource that's going to be used; right?  

13      A.   They're interested -- I'm -- I'm sorry.  I 

14 don't understand the question.  

15      Q.   So you said that lab directors ask 

16 questions about how the platform's going to impact 

17 the space and resources?  

18      A.   Yes.  

19      Q.   And you listed consumables as one of 

20 resources?  

21      A.   Yes.  

22      Q.   And I'm trying to get at details about 
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1 that.  

2      A.   Uh-huh.  

3      Q.   And so when they're asking questions about 

4 consumables -- 

5      A.   Uh-huh.  

6      Q.   -- they're trying to plan for the future; 

7 right?  

8      A.   Maybe.  

9      Q.   Okay.  And when they're -- what else would 

10 they be planning for?  

11           MR. HORNE:  Pardon me.  Lacks 

12 foundation.  

13           THE WITNESS:  I don't -- I'm -- I'm not -- 

14 I don't understand your question.  I'm sorry.  

15 BY MR. HANKINSON:

16      Q.   Well, they're asking a question before 

17 they purchase a very expensive machine; right?  

18      A.   I do not agree that our instruments are 

19 very expensive.  

20      Q.   They're asking a question about 

21 consumables before they purchase a machine that 

22 costs between 50,000 dollars and a million dollars; 
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1 right?  

2      A.   I don't agree that the -- a customer would 

3 have decided what instrument they want before they 

4 are having a question about consumables and what the 

5 price of the instrument is.  

6      Q.   You're marketing the platform.  That's how 

7 we started talking about this; right?  

8      A.   Yeah.  Yes.  

9      Q.   And so when you say they would have 

10 already chosen the platform before they're asking 

11 these questions of a marketing person, I don't 

12 understand your answer.  

13      A.   Our systems and consumables are capable of 

14 answering many types of questions.  

15           So the right combination of instrument and 

16 consumables would be discussed with a marketing or 

17 sales representative as part of that conversation.  

18      Q.   Are there marketing or sales 

19 representatives assigned to particular labs and lab 

20 directors?  

21      A.   Yes.  

22      Q.   So each lab has its own account manager, 
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1 in a sense?  

2           What is the term?  

3      A.   I'm not certain of the exact term that we 

4 use.  

5           And it's not -- some -- some labs may have 

6 more than one account manager.  

7      Q.   Do -- 

8      A.   So -- 

9      Q.   -- the labs know who the account manager 

10 is?  

11      A.   Labs where we are selling products know 

12 who their account manager is.  

13      Q.   And that's the person who governs the 

14 relationship on behalf of Illumina with that lab 

15 going forward; right?  

16      A.   I don't know what you mean by "governs."  

17      Q.   Is the main contact person for the lab?  

18      A.   The account manager is the main contact 

19 person for the lab for sales.  

20      Q.   About how many labs are in the market?  

21      A.   What type of lab?  

22      Q.   About how many labs that are permitted to 



12/4/2014 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2014 202-232-0646

Page 42

1 perform diagnostic work are in the market?  

2           MR. HORNE:  Vague.  

3           THE WITNESS:  Can you describe what you 

4 mean by "market"?  

5 BY MR. HANKINSON:

6      Q.   The pool of labs to which Illumina can 

7 sell its products in the field of molecular 

8 diagnostics.  

9      A.   In -- my -- my -- globally?  Are you 

10 asking globally?  

11           I don't know the exact number globally.  

12      Q.   What about in the United States?  

13      A.   In -- in the United States there is a type 

14 of a customer called a CLIA laboratory that is 

15 permitted to run diagnostic tests, and I don't know 

16 the exact number of these labs.  

17      Q.   The FDA is the body that's permitting them 

18 to do so?  

19      A.   No.  

20      Q.   Who is permitting them to do so?  

21      A.   The -- the permission or the -- the 

22 governing -- ah.  
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1           Laboratories are permitted to run tests 

2 under the CLIA laboratory improvement amendments.  

3 They're regulated by C.A.P. and CLIA.  

4           C.A.P. is the College of American 

5 Pathology.  

6      Q.   What is involved -- 

7           DEPOSITION OFFICER:  Can you spell CLIA?  

8           Sorry.  

9           THE WITNESS:  C-L-I-A.  It's capital 

10 C-L-I-A.  

11           DEPOSITION OFFICER:  Thank you.

12 BY MR. HANKINSON:

13      Q.   What's involved in becoming a CLIA 

14 certified lab?  

15      A.   A CLIA certified lab is allowed under CLIA 

16 to develop their own diagnostic tests based on 

17 components.  They're responsible for validating that 

18 test.  

19      Q.   How is permission acquired from C.A.P.?  

20      A.   C.A.P. audits laboratories.  

21      Q.   Is there an application procedure?  

22      A.   In some instances.  
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1      Q.   Does Illumina have a CLIA certified lab?  

2      A.   Yes.  

3      Q.   Did it apply?  

4      A.   Yes.  

5      Q.   What was that procedure?  

6      A.   I'm not aware of the detailed procedure. 

7      Q.   After the acquisition of Epicentre, how 

8 are the products that Epicentre sells branded?  

9      A.   I'm not sure.  

10      Q.   Who would know that?  

11      A.   I'm not sure.  

12      Q.   Would Karen Possemato know?  

13      A.   I -- I don't know for sure.  

14      Q.   Could I find that out by visiting the 

15 website?  

16      A.   Are you asking me if you can find out who 

17 would know --

18      Q.   No.  

19      A.   -- on the website?  

20      Q.   How they're branded?  

21      A.   I don't know.  

22           MR. HANKINSON:  I'd like to mark something 



12/4/2014 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2014 202-232-0646

Page 45

1 as Exhibit A.  

2           (Whereupon, O'Grady Exhibit Number           

3           A was marked for identification by      

4           the Deposition Officer and is               

5           attached hereto.)

6 BY MR. HANKINSON:

7      Q.   Ms. O'Grady, when you get it, would you 

8 take a look at Exhibit A.  

9           It's an article found on GenomeWeb with a 

10 date of August 27, 2014.  And the title is 

11 "Illumina's Pharma Deals Aim to Bring Universal 

12 MiSeqDx-based CDx through FDA Clearance."

13           (Document reviewed by the witness.)

14 BY MR. HANKINSON:

15      Q.   Do you see that?  

16      A.   Yes.  

17      Q.   I'd like to call your attention to 

18 paragraph 4, and specifically the last three 

19 sentences beginning "A key difference..."

20           Are you with me?  

21      A.   Yes.  

22      Q.   And here there's a quote that's attributed 
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1 to you; is that right?  

2           (Document reviewed by the witness.)

3           THE WITNESS:  Yes.  

4           MR. HORNE:  Lacks foundation

5 BY MR. HANKINSON:

6      Q.   I'll go ahead and read it, and then we can 

7 talk about it.  

8                "'A key difference in using 

9           the MiSeqDx for oncology purposes 

10           is that it will need to be cleared 

11           for use on formalin' -- it's 

12           f-o-r-m-a-l-i-n, hyphen, 'fixed 

13           paraffin,' p-a-r-a-f-f-i-n, 

14           hyphen, 'embedded tissue,' O'Grady 

15           said.  

16                "Currently, it is cleared 

17           only for targeted sequencing of 

18           DNA from whole blood.  It's use 

19           also must be expanded to include 

20           the detection of somatic," 

21           s-o-m-a-t-i-c, "rather than 

22           germline," g-e-r-m-l-i-n-e,         
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1           "variants."  

2           Did I read that correctly?  

3      A.   Yes.  

4      Q.   This quotation is discussing a use of 

5 MiSeqDx for oncology purposes that's different from 

6 the one that had been FDA cleared before?  

7           Do I have that right?  

8           MR. HORNE:  Lacks foundation.  

9           THE WITNESS:  Can you restate that 

10 question, please?  

11 BY MR. HANKINSON:

12      Q.   Sure.  

13           There's a use on formalin-fixed 

14 paraffin-embedded tissue that is needed to be 

15 cleared, and there are prior uses of the MiSeqDx 

16 that had already been cleared by the FDA; right?  

17      A.   Can you -- I -- I don't understand what -- 

18 what you're saying it's needed for.

19      Q.   Well, you say it will be -- "it will need 

20 to be cleared" in your quote.  

21      A.   Yes.  

22      Q.   And so I'm trying to use your words.  
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1      A.   Okay.  I'm -- I'm sorry.  I still don't -- 

2           MR. HORNE:  I'm going to object.  

3           There's no quote here, so -- I don't see 

4 quote marks on there, so I don't know if that is her 

5 language or not.  

6           That's my objection for lack of 

7 foundation.  

8 BY MR. HANKINSON:

9      Q.   There's a use of the MiSeqDx that were 

10 cleared already prior to the need to be cleared for 

11 use on formalin-fixed paraffin-embedded tissue?  

12           That's what I'm asking.  

13      A.   The -- the -- I -- that -- that's what 

14 this quote says.  That's what this article at 

15 GenomeWeb says.  

16      Q.   And it's inaccurate, is that what you're 

17 saying?  

18      A.   It's very specific to a particular use of 

19 the technology. 

20      Q.   Would Illumina's customers for the MiSeqDx 

21 be interested in details as specific as this when 

22 they're purchasing and using Illumina's products?  
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1      A.   I -- I don't know if our customers 

2 would -- I -- I don't know.  

3      Q.   Wouldn't they have to be if they're 

4 operating a CLIA certified lab?  

5           MR. HORNE:  Argumentative.  

6           THE WITNESS:  I don't -- I don't 

7 understand the question.  

8 BY MR. HANKINSON:

9      Q.   Well, they're not going to use a product 

10 for a purpose for which it hasn't been cleared; 

11 right?  

12           That would endanger -- 

13      A.   That's not correct.  

14      Q.   Okay.  Please correct me.  

15      A.   Molecular labs in a CLIA environment can 

16 develop their own tests with components that are not 

17 FDA cleared.  

18      Q.   Why would this particular use, then -- to 

19 quote you -- "need to be cleared"?  

20      A.   To -- 

21           MR. HORNE:  Just object; lacks 

22 foundation.  
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1           THE WITNESS:  To establish claims to 

2 support a pharmaceutical drug application.  

3 BY MR. HANKINSON:

4      Q.   Another consumer of Illumina's products 

5 are -- excuse me.  

6           So are we talking about clinical trials?  

7      A.   Oh.  Yes.  

8      Q.   And who's performing the clinical 

9 trials?  

10      A.   A clinical trial would be performed at a 

11 CRO, clinical research organization, or a hospital 

12 laboratory governed by Illumina and/or a 

13 pharmaceutical company for this particular 

14 application discussed in this article.  

15      Q.   Who are the consumers for Illumina's own 

16 CLIA certified lab?  

17      A.   That's a good question.  

18           There are several consumers of Illumina's 

19 CLIA certified lab.  I don't -- one example would be 

20 the Medical College of Wisconsin for rare pediatric 

21 disease.  

22      Q.   It sounds like you're still answering.  
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1      A.   That's one example.  

2      Q.   Is it only a handful of consumers or -- 

3      A.   No.  

4      Q.   -- there's different types?  

5      A.   There's different types -- 

6      Q.   Could you -- 

7      A.   -- of consumers.  

8      Q.   -- list the types of consumers?  

9           MR. HORNE:  Lacks foundation.  

10           THE WITNESS:  I'm actually not sure of all 

11 of the consumers, which is why I said it's a good 

12 question.  I -- I don't know all of them.  

13 BY MR. HANKINSON:

14      Q.   Could you list the ones you know, the 

15 types?  

16      A.   I'm -- I'm -- I'm aware of the use of our 

17 CLIA sequencing services for rare pediatric disease 

18 for an offering that we call "Understand Your 

19 Genome," and also to pharma.  

20      Q.   And what are the products and services 

21 that the Illumina CLIA certified lab purchases?  

22      A.   I don't know what they purchase.  
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1           MR. HANKINSON:  I'm going to use an 

2 exhibit.  The rest of my exhibits have a number 

3 that's already been assigned to them -- 

4           THE WITNESS:  Okay.

5           MR. HANKINSON:  -- in the case, and I'd 

6 like to use that same exhibit number to avoid 

7 confusion.  

8           THE WITNESS:  Sure.

9           MR. HANKINSON:  Does that work for you 

10 guys?  

11           MR. HORNE:  Yeah.  Why don't you just say 

12 what's previously been marked?  

13           MR. HANKINSON:  Yeah.  

14           MR. HORNE:  Because they are all of record 

15 with the board; right?  

16           MR. HANKINSON:  Uh-huh.  

17           MR. HORNE:  So let's just use that 

18 number.  

19           MR. HANKINSON:  Yeah.  So I'd like to mark 

20 this as Deposition Exhibit 303 as well.  

21           (Whereupon, O'Grady Exhibit Number             

22           303 was marked for identification by              
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1           the Deposition Officer and is                

2           attached hereto.)

3           DEPOSITION OFFICER:  Okay.  

4           MR. HORNE:  I'm not here to run your 

5 deposition.  As far as I'm concerned, you can just 

6 say, "I'll hand you what's previously been marked."

7           I don't know if you need to mark it again, 

8 but I'll leave it to you.

9           DEPOSITION OFFICER:  Here you go.

10           MR. HORNE:  Thanks.

11           (Document reviewed by the witness.)

12 BY MR. HANKINSON:

13      Q.   Exhibit 303 is a document that's 

14 referenced in the declaration that you submitted in 

15 this case; right?  

16      A.   Yes.  

17      Q.   What is Exhibit 303?  

18      A.   It's a document that we refer to as a 

19 "Launch Package."  It's a compilation of information 

20 to help a salesperson communicate about our 

21 products.  

22      Q.   Was this document used for training a 
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1 sales team on how to position BeadXpress technology 

2 to prospective customers?  

3      A.   Yes.  

4      Q.   And the -- this launch package pertains to 

5 BeadXpress system and VeraCode technology; right?  

6      A.   Yes.  

7      Q.   There's an acquisition of a company 

8 called -- was it CyVera?  C-y-, capital V, -e-r-a, 

9      A.   I'm not sure if the capital is there or 

10 not, but it is CyVera, and it is spelled that way.  

11      Q.   And that occurred in roughly in 2007?  

12      A.   No, that -- 

13      Q.   2005?  

14      A.   Yes.  

15      Q.   And in 2007 the BeadXpress system and 

16 VeraCode technology were being launched with this 

17 launch package; right?  

18      A.   This launch package was developed in 2007.  

19      Q.   And when this was used to train the sales 

20 team to position the BeadXpress technology to 

21 prospective customers, the prospective customers 

22 were laboratories; right?  
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1      A.   Yes.  

2      Q.   And any other prospective that were not 

3 laboratories?  

4      A.   Yes.  

5      Q.   And what were those?  

6      A.   We marketed the technology to prospective 

7 diagnostic development partners.  

8      Q.   Other companies?  

9      A.   Other companies, yeah.  

10      Q.   Would the other companies purchase this 

11 platform or just be licensed to use it through 

12 Illumina?  

13      A.   Potentially, both.  

14      Q.   And who at the laboratories -- well, what 

15 type of laboratories?  

16           Are there multiple types?  

17      A.   Yes.  

18      Q.   And what types?  

19      A.   Molecular diagnostics laboratories, 

20 academic laboratories, agriculture laboratories.  

21           There are probably others that I can't 

22 remember right now.  
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1      Q.   Academic laboratories would be purchasing 

2 the system and technology for research purposes; 

3 right?  

4      A.   Yes.  

5      Q.   And in 2007 molecular diagnostic 

6 laboratories who wanted to purchase and use the 

7 BeadXpress system and VeraCode technology could use 

8 it to develop their own lab-designed tests; right?  

9      A.   A lab-developed test.  

10      Q.   Lab-developed test -- or LDT?  

11      A.   Yes.  

12      Q.   And using the technology and system in an 

13 LDT would be the only way at that time for a 

14 molecular diagnostic lab to use it for diagnostic 

15 purposes; correct?  

16      A.   Yes, in 2007.  

17      Q.   I have to remark that this launch packet 

18 to train the sales reps is very long and detailed.  

19           MR. HORNE:  Argumentative.  

20           MR. HANKINSON:  What's that?  

21           MR. HORNE:  I said, "Argumentative."  

22           MR. HANKINSON:  I think we can all agree 
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1 on that.  

2 BY MR. HANKINSON:

3      Q.   The -- how big is the sales team that was 

4 trained using this?  

5      A.   I don't remember.  

6      Q.   On the order of ten people or on the order 

7 of 100 people?  

8      A.   I don't remember the size of the sales 

9 force in 2007.  

10      Q.   Could it have been more than 100?  

11      A.   I'm not -- I'm not sure.  It may be.  

12      Q.   And would you have been considered a part 

13 of that or not?  

14      A.   Are you asking me if I was part of the 

15 sales team?  

16      Q.   Yeah.  

17      A.   I was a product marketer.  

18      Q.   And should that mean to me that you were 

19 not part of the sales team?  

20      A.   I was part of marketing; I was not part of 

21 sales.  

22      Q.   Did the sales team have a required science 
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1 or technology background at the time?  

2      A.   I don't know.  

3      Q.   Was it preferred that they did?  

4      A.   I don't know.  

5      Q.   If information is contained in this launch 

6 package which was used to train the sales team on 

7 how to position the BeadXpress technology to 

8 prospective customers, can we agree that it is 

9 information that might interest or be asked about by 

10 those prospective customers?  

11           MR. HORNE:  Lacks foundation.  

12           THE WITNESS:  I -- 

13           MR. HORNE:  Vague.

14           Go ahead.  

15           THE WITNESS:  There's information in this 

16 package that we would expect customers to ask.  I 

17 think there's a -- 

18 BY MR. HANKINSON:

19      Q.   And that's why it's in -- 

20      A.   -- "Frequently Asked Questions" section -- 

21      Q.   Uh-huh.  

22      A.   -- intended to answer questions that a 
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1 customer may have.  

2      Q.   Uh-huh.  And if it's in here, it's to 

3 enable the sales team to interact successfully with 

4 those potential customers; right?  

5           That's the purpose of putting information 

6 in this launch package?  

7      A.   Yes.  

8      Q.   The target market -- if you can turn to 

9 page 4 under the heading "Target Market," sentence 

10 two.  

11      A.   Uh-huh.  

12      Q.   The target market for the BeadXpress 

13 Reader was a:  

14                "...combined market serving 

15           genotyping, gene expression, and 

16           protein analysis..."  

17           Right?  

18      A.   Yes.  

19      Q.   And that matches up with the three 

20 analytes that you listed for me earlier; right?  

21      A.   Yes.  

22      Q.   DNA, RNA -- 
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1      A.   And protein.  

2      Q.   -- and protein.  

3           And there's an issue in the market of sort 

4 of different levels of multiplexing; right?  

5      A.   I don't understand.  

6      Q.   Well, multiplexing and the level to which 

7 a system can multiplex seems to be a sales point, 

8 and certain people need kind of a higher 

9 multiplexing level and certain don't.  

10           And then there's price differences between 

11 the two?  

12           Am I oversimplifying it?  

13      A.   The system was capable of a variety of 

14 multiplexing levels, and there were applications 

15 where that was relevant.  

16      Q.   And lower down under "Target Market," 

17 there's a bullet pointed list that has the preface:  

18                "The target market and 

19           customer base include."  

20      A.   Uh-huh.  

21      Q.   Right?  

22      A.   Uh-huh.  
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1      Q.   And there's four types of customers 

2 listed; right?  

3      A.   Yes.  

4      Q.   The first is:  

5                "Researchers interested in 

6           focused analysis of markers of 

7           interest following a larger 

8           microarray discovery project.  

9                "These include existing 

10           Illumina customers owning a 

11           BeadArray Reader, in addition         

12           to other competitive platforms."  

13           That's the first bullet; right?  

14      A.   Yes.  

15      Q.   "Researchers" means people interested in 

16 answering questions for the purpose of research, as 

17 opposed to diagnostics; right?  

18      A.   Yes.  

19      Q.   And then the second bullet is:  

20                "Researchers interested in 

21           performing SNP genotyping analysis 

22           of a broad range of multiplex 
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1           reactions, typically higher than a 

2           3-plex reaction, and/or a high 

3           volume of samples per project."

4           That's the second bullet; right?  

5      A.   Yes.  

6      Q.   And, again, it's researchers as opposed to 

7 people using this for diagnostics; right?  

8      A.   Yes.  

9      Q.   Then the third type of customer in the 

10 customer base for the BeadXpress system and VeraCode 

11 technology in 2008 were:  

12                "Researchers interested in 

13           developing their own protein-based 

14           multiplex assays and/or genotyping 

15           assays."

16           Right?  

17      A.   Yes.  

18      Q.   And, again, those are researchers who are 

19 answering research questions as opposed to clinical 

20 diagnosticians answering a clinical diagnosis 

21 question; correct?  

22      A.   Yes.  
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1      Q.   And then the fourth part of the customer 

2 base for the BeadXpress system and VeraCode 

3 technology in 2008 consisted of:  

4                "CLIA high complexity 

5           certified laboratories interested 

6           in developing laboratory-developed 

7           tests using RUO products for 

8           multiplex assays."

9           Right?  

10      A.   Yep.  Yes, that's what it says. 

11      Q.   What is the meaning of "high complexity" 

12 in the phrase "CLIA high complexity certified 

13 laboratories"?  

14      A.   "High complexity" is a type of CLIA 

15 certification, and molecular laboratories fall under 

16 the high complexity category of CLIA.  

17      Q.   Did you say "molecular categories"?  

18      A.   I said, molecular diagnostics -- 

19      Q.   Uh-huh.  

20      A.   -- falls under the CLIA high complexity 

21 type of a CLIA lab.  All molecular testing happens 

22 in a high complexity laboratory.  
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1      Q.   So it's all molecular testing falls under 

2 the category of high complexity?  

3      A.   Yes.  

4      Q.   Are there like additional restrictions or 

5 regulations to be a high complexity CLIA certified 

6 lab?  

7      A.   The -- the main one that has to do with 

8 molecular testing is the issue of contamination -- 

9 molecular contamination.  

10           So having a pre- and a post-amplification, 

11 the difference between a CLIA high complexity lab 

12 and a moderate-complexity lab is very, very simple 

13 assays that don't have that risk.  

14           It could be run in a moderate complexity 

15 environment, which is more like a -- a doctor's 

16 office.  

17      Q.   So a middle level -- a middle 

18 complexity -- is that what you said, "middle 

19 complexity"?  

20      A.   I -- I'm most familiar with the high 

21 complexity environment.  

22           I know that there's also a CLIA waived, 
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1 which is like a doctor's office.  

2      Q.   So let me ask:  A doctor's office would 

3 not be a high complexity CLIA certified lab?  

4      A.   No.  

5      Q.   It would be an actual laboratory; right?  

6      A.   Yes.  

7      Q.   And when you say, "pre- and 

8 post-amplification, potential molecular 

9 contamination," are you talking about something that 

10 would affect the results of a test, or contamination 

11 like people could get sick?  

12      A.   The active detecting molecules frequently 

13 requires amplification, making multiple copies of 

14 DNA, and that process has a risk of contamination 

15 from molecules around a lab.  

16           So all molecular diagnostic labs are 

17 required to do their testing in a CLIA high 

18 complexity environment to control for risk           

19 of a wrong result.  

20      Q.   Is it -- 

21      A.   And that's what C.A.P. regulates.  

22      Q.   Is it equipment or procedures or both  
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1 that are required to protect against that 

2 contamination?  

3      A.   The -- the laboratory process and 

4 governance that a CLIA lab has to put in place 

5 controls for it.  

6      Q.   It does sound highly complex.  

7      A.   That's why, yes.  

8      Q.   The use of "RUO" in the fourth bullet on 

9 page 4, does that stand for "Research Use Only"?  

10      A.   Yes.  

11      Q.   So to the extent in 2008 that the target 

12 market and customer base for the BeadXpress system 

13 and VeraCode technology included laboratories for 

14 diagnostic purposes, it would only be in the context 

15 in which such a laboratory used a research-use-only 

16 product to develop a laboratory-developed test; 

17 correct?  

18      A.   I -- I'm sorry.  I had a hard time 

19 following what you just said.  Could you please 

20 repeat it?  

21      Q.   To the extent, in November 2008, that a 

22 laboratory might be interested in purchasing the 
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1 BeadXpress system and VeraCode technology that this 

2 launch package is about, it would be only to use 

3 that product and technology, which was a 

4 research-use-only product and technology at the 

5 time, in developing a laboratory-developed test 

6 which would then be used for diagnostic purposes -- 

7           MR. HORNE:  Lacks foundation.  

8 ///

9 BY MR. HANKINSON:

10      Q.   -- right?  

11           MR. HORNE:  Sorry.  

12           THE WITNESS:  I -- I don't know.  

13 BY MR. HANKINSON:

14      Q.   "RUO" means research use only?  

15      A.   Yes.  

16      Q.   This is the fourth type of potential 

17 customer in the customer base; right?  

18      A.   Yes.  

19      Q.   And the first three were research 

20 applications as opposed to diagnostic applications; 

21 right?  

22      A.   Yes.  
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1      Q.   And the fourth one might have something to 

2 do with diagnostic applications; right?  

3      A.   Yes.  

4      Q.   And that's the only part of the customer 

5 base where it might have something to do with 

6 diagnostic applications at that time -- 

7           MR. HORNE:  Lacks foundation.  

8 BY MR. HANKINSON:

9      Q.   -- right?  

10           MR. HORNE:  Sorry.  

11 ///

12 BY MR. HANKINSON:

13      Q.   As expressed in this launch packet; 

14 right?  

15      A.   No.  

16      Q.   Is there a customer not listed in the 

17 launch package?  

18      A.   The four bullets that were listed here 

19 represent the lowest hanging fruit for a sales 

20 representative; are not an exhaustive list of 

21 potential customers of the platform.  

22      Q.   What about -- does this include all the 
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1 laboratories that are included in the potential 

2 customer base?  

3      A.   No.  

4      Q.   What other laboratories would there be?  

5      A.   I described previously agriculture testing 

6 labs, diagnos- -- 

7      Q.   Those would be -- 

8           Go ahead.  

9      A.   -- diagnostic development partnerships, 

10 PhRMA.  

11           There are other types of labs that were 

12 customers of Illumina than the four listed on 

13 this.  

14      Q.   Did you say "those were" or "there are" 

15 other besides those three?  

16      A.   Those are examples of other customers.  

17      Q.   Are there any other examples of other 

18 customers?  

19      A.   There was possibly other -- other 

20 customers.  Those are three examples I can come up 

21 with.  

22      Q.   The only way for a laboratory in November 
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1 2008 to use the BeadXpress system and VeraCode 

2 technology for a diagnostic purpose would be to 

3 develop an LDT; is that accurate?  

4      A.   I don't know of another way.  

5      Q.   And -- 

6      A.   I'm sorry.  I'm going to strike that.  

7           A customer could choose to solicit their 

8 own FDA submission if they wanted to.  

9           And outside of the United States, the 

10 regulations are different.  

11      Q.   And that's complete -- your answer is 

12 complete?  

13      A.   I'm not aware of another way.  

14      Q.   And that is true of any laboratories doing 

15 agriculture testing, any laboratories at other 

16 businesses that you might partner with for the 

17 development of a diagnostic test, and for 

18 pharmaceutical laboratories as well; correct?  

19           They'd either have to do an LDT or seek 

20 some sort of other FDA approval or clearance in 

21 order to use the technology in a diagnostic 

22 application?  
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1      A.   In the United States, that is correct for 

2 most types of diagnostic tests.  

3      Q.   And what are the types of diagnostic tests 

4 that would be exceptions to that?  

5      A.   Well, one example would be preimplantation 

6 genetic testing; it's not currently regulated.  

7           They're -- they're examples of types of 

8 tests that are not regulated.  

9      Q.   Any others?  

10      A.   Not that I'm aware of.  

11      Q.   When you say "preimplantation genetic 

12 testing," you are talking about genetic testing of 

13 a -- what are you -- what is the -- is it like in 

14 utero?  

15      A.   Testing of embryos prior to 

16 implantation.  

17      Q.   It's a little bit odd because it's sort of 

18 chicanery whether that's diagnostics; right?  

19           The reason that it's not regulated in the 

20 way that diagnostics are is because it's not 

21 considered diagnostics; right?  

22      A.   Depending.  
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1           MR. HORNE:  Lacks foundation.  It's 

2 argumentative.  

3 BY MR. HANKINSON:

4      Q.   By the FDA?  

5      A.   I'm not aware of what the FDA thinks about 

6 that.  

7      Q.   You don't have any reason to disagree with 

8 that?  

9      A.   I'm -- I'm not aware of the FDA's current 

10 thinking on that field.  

11      Q.   It's not currently regulated?  

12      A.   It is not currently regulated.  

13           MR. HORNE:  You need a little while longer 

14 on this document?  

15           We've been going an hour and a half.  I 

16 would suggest a break, but if you've got a few more 

17 questions, we can hold off.  

18           MR. HANKINSON:  I might go on and on.  You 

19 want a break?  

20           MR. HORNE:  Yeah.  Why don't we do that, 

21 then?  

22           DEPOSITION OFFICER:  Off the record.  
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1 ///

2           (Whereupon, a recess was held

3           from 9:31 a.m. to 9:45 a.m.)

4           DEPOSITION OFFICER:  Back on the record.  

5 BY MR. HANKINSON:

6      Q.   When a customer purchases a product or 

7 service from Illumina's CLIA high complexity 

8 certified laboratory -- first of all, is it a 

9 product or a service or can it be either?  

10      A.   Our CLIA certified lab offers services.  

11      Q.   And not products?  

12      A.   And not products.  

13      Q.   When a customer requests a service from 

14 that lab, what is the process?  

15      A.   An individual would require a doctor's 

16 order and a consent.  Their sample is sent to 

17 Illumina; we test it and provide a report back to 

18 their physician.  

19      Q.   What physical form or electronic form does 

20 the report take?  

21      A.   I'm -- I'm not aware of that.  

22      Q.   You don't know if it's e-mailed or if it's 
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1 sent by --

2      A.   I don't know.  

3      Q.   -- paper?  

4      A.   I don't know.  

5      Q.   Do you know what's in those reports?  

6      A.   No, I don't know exactly what's in the 

7 report.  

8      Q.   Do you know what they look like?  

9      A.   No, I don't.  

10      Q.   Do you know how they're branded?  

11      A.   "Illumina."  They're branded with 

12 Illumina's name.  

13      Q.   In what sense?  

14      A.   All of our products and services are 

15 branded with "Illumina."  

16      Q.   So you're taking the general proposition 

17 that everything is branded with "Illumina," and then 

18 you're concluding, even though you don't know what 

19 the report looks like, that it is also branded 

20 "Illumina"?  

21      A.   We have a policy that all of our labels 

22 and materials are branded "Illumina."  
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1      Q.   What about subsidiaries that are still -- 

2      A.   I'm sorry.  

3           I want to -- I just want to clarify 

4 that.  

5           It's a -- it's not a policy, it's a 

6 guide.  

7      Q.   So it's a guide that they should be?  

8      A.   Our -- our -- our branding book says that 

9 all things are labeled with "Illumina."  

10      Q.   The guide that you're referring to is not 

11 referenced in your declaration, is it?  

12      A.   No.  

13      Q.   Do you have any knowledge of whether that 

14 guide has been provided by Illumina to Meridian in 

15 the process of discovery?  

16      A.   No, I don't know.  

17      Q.   Is that guide your basis for saying that 

18 the report that comes out of the CLIA high 

19 complexity certified lab run by Illumina is branded 

20 with "Illumina"?

21      A.   That would inform my assumption.  

22           In addition to that, I have been at 
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1 presentations where we are speaking about our 

2 services, and images of the report have been 

3 presented that are branded "Illumina."  

4      Q.   So you have seen them?  

5      A.   I -- I have seen an image of a report.  I 

6 have not looked at the details of the -- the result.  

7           When you asked me about what's in the 

8 report, I'm assuming you mean what is the detail of 

9 the result, and I -- I don't know the exact details 

10 of that.  

11      Q.   So you're talking about like a slide deck?  

12 It has a photo of a report?  

13      A.   Yes. 

14      Q.   And what, if anything, did you do to 

15 confirm that that was an accurate image of an actual 

16 report as opposed to something created for the slide 

17 deck?  

18      A.   Nothing.  

19      Q.   When the individual -- excuse me.  

20           When the sample is sent to the CLIA high 

21 complexity certified lab run by Illumina, who sends 

22 that sample?  
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1      A.   I'm not sure.  

2      Q.   What entity does it come from?  

3      A.   It -- 

4      Q.   The patient?  

5      A.   No.  

6      Q.   Does the patient send it?  

7      A.   No.  

8      Q.   Who sends it?  

9      A.   The -- the test order has to come from a 

10 physician, and -- and someone needs to do a blood 

11 draw.  And whoever does that, I'm assuming sends the 

12 sample.  

13      Q.   The test order that comes from the 

14 physician is essentially -- I don't know -- 

15 "prescription" is not the right word, but the doctor 

16 has to order that the test be done; right?  

17      A.   Our -- our CLIA service is only offered 

18 when a physician orders the test.  

19      Q.   But the physician doesn't send the test 

20 order to you?  The blood's drawn by someone and then 

21 that is sent to you along with the physician's order 

22 that the test be done?  
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1           Do I have that accurately?  

2      A.   I -- I don't know.  

3      Q.   You're not sure?  

4      A.   I -- I don't know the exact details of how 

5 the test order and the blood comes to Illumina.  

6      Q.   And that information, then, is not in your 

7 declaration that was submitted in this case?  

8      A.   I -- I don't think so.  

9      Q.   You wouldn't have put something in your 

10 declaration that you didn't think you knew?  

11      A.   Right.  No, I wouldn't.  

12      Q.   So are you not sure whether the physician 

13 makes the actual order for the service from 

14 Illumina's CLIA certified lab, or whether it is a 

15 laboratory that's separate from the physician that 

16 does the blood draw?  

17           You just don't know one way or the other? 

18      A.   I -- I know that a physician has to order 

19 the test.  I don't know if the physician or some 

20 other blood-draw location takes the blood and sends 

21 it to Illumina.  

22      Q.   So do you know who the customer of 
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1 Illumina's CLIA certified lab is -- or who -- 

2      A.   I know -- 

3      Q.   -- those customers are?  

4      A.   I know of some of the customers of a 

5 Illumina's certified lab.  

6      Q.   And you said one is the Medical College of 

7 Wisconsin for rare -- in relation to rare pediatric 

8 disease; right?  

9      A.   Yes.  

10      Q.   And so when that customer wants to use the 

11 service, who -- who's the individual that would 

12 interact with Illumina to make that happen?  

13      A.   I don't know.  

14      Q.   Do you know what that person's position 

15 is?  

16      A.   I'm -- I'm sorry?  

17           Are you asking me about the Illumina 

18 people, or are you asking me about Medical College 

19 of Wisconsin?  

20      Q.   Medical College of Wisconsin.  

21      A.   Can you ask the question again?  

22      Q.   Sure.  
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1           When Medical College of Wisconsin wants to 

2 get a service from Illumina's CLIA certified lab, 

3 who at Medical College of Wisconsin makes that 

4 happen?  

5      A.   I don't -- I don't know who there is 

6 ordering the test.  

7      Q.   Do you know the position or positions of 

8 the person or people who would be ordering the 

9 test?  

10      A.   I do not.  

11      Q.   Do you know if the person or people who 

12 are ordering the test are the customer of Illumina's 

13 CLIA certified lab, or if someone else makes the 

14 decision and the person who sends the order for the 

15 test is just implementing that afterwards?  

16      A.   The test -- our -- our CLIA service is 

17 implemented in our own laboratory.  

18      Q.   Right.  

19      A.   So the -- unlike a product, it -- it's a 

20 service.  

21      Q.   Uh-huh.  

22      A.   A physician orders it and receives the 
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1 report.  They're not implementing the test in their 

2 own lab.  

3      Q.   Right.  

4      A.   It's a service.  

5      Q.   And Illumina doesn't do it randomly, they 

6 do it by request; right?  

7      A.   Yes.  

8      Q.   So -- I mean, maybe I'm oversimplifying, 

9 but somebody has to ask for it?  

10      A.   Yes. 

11      Q.   And you don't know who that person is.  

12           And what I'm asking is:  Do you know 

13 whether whoever is sending the test is the person 

14 who is making the decision to utilize Illumina's 

15 service with its CLIA certified lab or not?  

16      A.   I don't know.  

17      Q.   What other examples of customers of 

18 Illumina's CLIA certificate lab, other than Medical 

19 College of Wisconsin, do you know?  

20      A.   I don't know of any other specific 

21 customers.  

22      Q.   Are any of Illumina's products or services 
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1 used in a conventional physician's office as opposed 

2 to a laboratory?  

3      A.   I -- I don't understand what you mean by a 

4 "conventional physician's office."  

5      Q.   A doctor's office.  

6      A.   You're -- you're asking me if any of our 

7 products are used in a conventional physician's 

8 office?  

9      Q.   Yes.  

10      A.   I -- I don't know.  I don't know.  

11      Q.   You don't consider the doctor's offices to 

12 be part of the customer base of Illumina's 

13 platforms, consumables, or services, do you?  

14      A.   Physicians order our CLIA high complexity 

15 tests.  

16      Q.   Right.  

17           But you don't know whether they ask for 

18 them or whether they order that a test be done and 

19 somebody else orders it from the CLIA high 

20 complexity certified lab?  

21      A.   I -- 

22      Q.   We were just going over that.  
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1      A.   I don't know the process for how these 

2 tests are ordered.  

3      Q.   Do you --

4      A.   I'm not involved with that.  

5      Q.   Do you know whether a doctor requests 

6 Illumina's lab as opposed to some other lab?  

7      A.   Do I?  I -- I don't know.  

8      Q.   Because I've been ordered to get a blood 

9 test, and then I have to go to like some third party 

10 and they draw the blood.  

11      A.   Uh-huh.  

12      Q.   And -- and I guess what I'm hearing is, 

13 you don't know whether like Quest, or whoever is 

14 drawing the blood, is choosing to use Illumina's 

15 CLIA certified lab or whether the doctor is choosing 

16 to use Illumina's certified lab or whether it's 

17 somebody, you know, higher up at Quest or the other 

18 third party who like has a relationship with 

19 Illumina's lab.  

20           That's what I'm trying to ask.  

21      A.   Illumina offers a few services in a -- in 

22 a CLIA lab.  We offer non-invasive prenatal testing 
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1 and whole genome sequencing, and I'm not aware of 

2 how those products are ordered and sold.  

3      Q.   So when I asked whether any products or 

4 services were used -- excuse me.  

5           When I asked you whether any products and 

6 services of Illumina were used in a doctor's 

7 office -- 

8      A.   Uh-huh.  

9      Q.   -- you answered doctors order the tests 

10 that are then sometimes done in CLIA's certified 

11 lab.  

12           Are there any physical products that would 

13 go to a doctor's office -- to be purchased by a 

14 doctor, not in a laboratory setting?  

15      A.   I'm not aware if as part of those 

16 services, if a component is shipped to a physician 

17 to -- to enable that test.  I don't know.  

18      Q.   I thought a report went to the doctor?  

19      A.   If -- if -- I don't -- I do not know if 

20 there's any component that goes to the physician to 

21 enable a sample collection.  

22      Q.   So you don't know whether such a component 
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1 would be branded or not because you don't know even 

2 if it exists; is that accurate?  

3      A.   I -- I'm -- I'm not involved directly with 

4 their services business.  I -- I don't have the 

5 details of that.  

6      Q.   Could you turn to Exhibit 303 -- 

7      A.   Uh-huh.  

8      Q.   -- and flip to page 5.  

9           On page 5 there's a table of the top 

10 competitors of the BeadXpress system and their 

11 platforms; right?  

12           (Document reviewed by the witness.)

13           THE WITNESS:  Yes.  

14 BY MR. HANKINSON:

15      Q.   The most challenging competitor to 

16 BeadXpress in late 2008 was Luminex; correct?  

17           MR. HORNE:  Vague.  

18           THE WITNESS:  I don't think I referred to 

19 Luminex as the most challenging competitor.  

20 BY MR. HANKINSON:

21      Q.   Did you author Exhibit 303?  

22      A.   No, Mickie Henshall did.  



12/4/2014 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2014 202-232-0646

Page 86

1      Q.   Did you have input into it?  

2      A.   At the time that it was updated in two 

3 thousand -- in 2008, I assisted in that 

4 modification.  

5      Q.   At that time were you aware of the entire 

6 contents of the document or just parts that were 

7 being modified?  

8      A.   I used this document many times.  

9      Q.   So you're aware of everything in it?  

10      A.   I -- yes, I read it many times.  

11      Q.   And when you assisted in the updating, if 

12 there was anything in here that was inaccurate, 

13 would you have brought that to the attention of            

14 Ms. Henshall or someone else?  

15      A.   If I noticed something was wrong, I would 

16 have fixed it.  

17      Q.   And would that have been part of your 

18 duties?  

19      A.   I don't know -- yeah.  I mean, I don't 

20 know if it was my duty or not, but I would have done 

21 it.  I would have corrected an error.  

22      Q.   And who -- I assume Ms. Henshall signed 
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1 off on this document and took responsibility for its 

2 final contents, because her name as on the cover of 

3 it.  

4           Do I have that correct?  

5      A.   She -- I -- I don't recall what the 

6 sign-off process was when it was re-issued.  

7      Q.   There were multiple people who would have 

8 reviewed this at Illumina and signed off on it prior 

9 to it being considered complete?  

10      A.   I don't -- I don't recall the review 

11 process prior to its distribution.  

12      Q.   But at least you and Ms. Henshall reviewed 

13 it?  

14      A.   I don't recall the review process before 

15 this was redistributed.  

16      Q.   If you look at page 5 -- 

17      A.   Uh-huh.  

18      Q.   -- third sentence.  

19      A.   Yeah.  

20      Q.   (READING):  

21                "While each competitor has 

22           had success in the market, it is 
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1           Luminex that poses the most direct 

2           challenge to BeadXpress, 

3           especially in terms of the 

4           multiplexing technology, a very 

5           large install base" -- 

6      A.   Uh-huh.  

7      Q.   (READING):  

8                "-- and a formidable menu of 

9           tests."  

10           Did read that right?  

11      A.   Yes.  

12      Q.   So I had asked you whether it was the most 

13 challenging competitor, but perhaps a better 

14 question would be:  Was Luminex the competitor that 

15 most directly competed with the features -- that had 

16 a product that most directly competed with the 

17 features that BeadXpress was offering?  

18      A.   Yes, that's true.  

19      Q.   So it was the closest thing to BeadXpress 

20 on the market at that time?  

21      A.   Yes, that's true.  

22      Q.   The table on page 5 has a column for 
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1 "Illumina BeadXpress," and right next to that, a 

2 column for "Luminex"; right?  

3      A.   Yes.  

4      Q.   The instrument cost of the Illumina 

5 BeadXpress at the time was 98,500 dollars; right?  

6      A.   Yes.  

7      Q.   And Luminex, there's a range listed of 

8 20,000 to six hundred -- to 65,000 dollars for its 

9 competing system?  

10      A.   That's -- that's what it says.  

11      Q.   The competing system was the Luminex 100 

12 System, which was launched in 1999; right?  

13      A.   I do not recall when it was launched.  

14      Q.   I'll refer -- maybe it will refresh your 

15 memory if you could check the fourth sentence of the 

16 page, starting with "Since the commercial launch..."

17      A.   Okay, yes.  Thank you.  

18      Q.   And that refreshes your memory that the 

19 Luminex 100 -- 

20      A.   Yes.  

21      Q.   -- System was launched in 1999?  

22      A.   Yes.  
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1      Q.   And the Luminex 100 System was, like 

2 BeadXpress, used in genotyping, gene expression, 

3 kinase selectivity, protein, and immunoassays?  

4      A.   Yes, it was -- 

5      Q.   And Luminex -- 

6      A.   -- capable of all those things.  

7      Q.   And Luminex, like Illumina, also reached 

8 partnership agreements with other research and 

9 diagnostic companies; right?  

10      A.   That's correct.  

11      Q.   Which is similar to the customer base of 

12 the BeadXpress system and VeraCode technology that 

13 we discussed earlier today; right?  

14      A.   I'm sorry?  Can you ask that again?  

15      Q.   Yeah.  

16           That's similar to the customer base that 

17 we discussed earlier today for Illumina's BeadXpress 

18 system and VeraCode technology?  

19      A.   Our customer base was -- we -- we had 

20 similar customers.  We also had additional customers 

21 than -- than Luminex did.  

22      Q.   And like Illumina's customers, some of 
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1 Luminex's customers partnered to develop and market 

2 their own branded assays to run on the Luminex 

3 system; right?  

4      A.   It is correct that Luminex partnered with 

5 other companies to offer their own tests.  

6           Illumina did not offer tests that were 

7 branded by other partners.  

8           Your -- I think your question said Luminex 

9 did that like Illumina.  But Luminex did it.  

10           I'm not agreeing that Illumina did that.  

11      Q.   Illumina had partnerships with other 

12 companies to develop -- for those companies to 

13 develop assays?  

14      A.   That's correct.  

15      Q.   When there's an LDT in 2008 developed by 

16 using the BeadXpress in a customer's laboratory --

17      A.   Uh-huh.  

18      Q.   -- what physical form does that LDT 

19 take?  

20      A.   I don't -- I don't understand the -- the 

21 question.  That's kind of --

22      Q.   An LDT is a thing; right?  
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1      A.   It's a service. 

2      Q.   It's a service?  

3      A.   Yeah, a lab-developed test is a service.  

4      Q.   So there's not a physical product that 

5 comes out of an LDT?  

6      A.   There are physical products that go into 

7 the process in the lab that results in a -- in a 

8 test offered by that lab.  

9           A lab-developed test is a -- is a test 

10 service where a lab purchases equipment and 

11 consumables to offer that service in their lab.  

12      Q.   Uh-huh.  And so when you say that unlike 

13 Luminex, Illumina's -- excuse me.  

14           So when one of Illumina's customers in 

15 2008 developed an LDT, the output would be data?  

16      A.   A test report.  

17      Q.   A test report?  

18      A.   Yes.  

19      Q.   Would it be sent in some form to whoever 

20 ordered the test?  

21      A.   To a physician, most likely.  

22      Q.   And that would be sent by the lab that is 
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1 Illumina's customer to the person who ordered the 

2 test; right?  

3      A.   Yes.  

4      Q.   They wouldn't forward it to Illumina, and 

5 then Illumina would forward it to the person -- 

6      A.   Oh, no.  

7      Q.   -- who ordered the test?  

8           That would be ridiculous; right?  

9           MR. HORNE:  Argumentative.  

10 BY MR. HANKINSON:

11      Q.   Well, it's just because you said, "Oh, no" 

12 as if it would be calamitous.  

13      A.   We -- no, Illumina would not consume their 

14 data prior to it being presented to whomever the 

15 customer is of their lab service.  

16      Q.   And Illumina would not control the 

17 contents of the report that went from the lab that 

18 was Illumina's customer to the person who ordered 

19 the results of the LDT?  

20      A.   They would not control that, no.  

21      Q.   Illumina would also not control any 

22 branding associated with that report; correct?  
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1      A.   No, they would not control that 

2 branding.  

3      Q.   Are LDTs sometimes referred to as 

4 "homebrews"?  

5      A.   Yes.  

6      Q.   Is there anything else that's included in 

7 the term "homebrews"?  

8      A.   I'm -- I'm not aware of all of the uses of 

9 that term.  

10      Q.   When you and Ms. Henshall used the term 

11 "homebrews" in the launch packet, that is       

12 Exhibit 33 --

13      A.   Uh-huh.  

14      Q.   -- did you mean it to be synonymous with 

15 LDTs?  

16      A.   Yes.  

17           MR. HORNE:  You mean Exhibit 303?  

18           MR. HANKINSON:  Excuse me.  

19           303.  

20 BY MR. HANKINSON:

21      Q.   And your answer is the same?  

22      A.   Yes.  
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1      Q.   In the "Pricing Restrictions" row of the 

2 table on page 5 of Exhibit 303, under the columns 

3 for "Illumina BeadXpress" and "Luminex," there is a 

4 reference to "homebrew" in both columns, both for 

5 Illumina BeadXpress and for Luminex; right?  

6           (Document reviewed by the witness.)

7           THE WITNESS:  Yes.  

8 BY MR. HANKINSON:

9      Q.   In the column for "Illumina BeadXpress" -- 

10           Did you get a spelling for "BeadXpress"?  

11           DEPOSITION OFFICER:  I did.  

12           MR. HANKINSON:  Okay.

13           DEPOSITION OFFICER:  Thank you.  

14 BY MR. HANKINSON:

15      Q.   In the column for Illumina BeadXpress it 

16 says:  

17                "Customers developing 

18           homebrews will need to optimize 

19           reagents and workflow to  

20           determine pricing (like Luminex)."  

21           Did I read that correctly?  

22      A.   Yes.  
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1      Q.   Can you explain in what way that was like 

2 Luminex?  

3      A.   The -- both technologies had varying 

4 multiplex capability, and so a single analyte assay 

5 would cost a different amount than a multi-analyte 

6 test or assay.  

7      Q.   If you were using a lower level of 

8 multiplexing, then you wouldn't be maximizing the 

9 capabilities of reducing the price of the test?  

10      A.   That's incorrect.  

11      Q.   Okay.  Please correct me.  

12      A.   We offered beads in such a way that a 

13 customer could run a single analyte test in a 

14 cost-effective way.  

15      Q.   The cost per test would scale up and down 

16 depending on multiplexing in the same way that it 

17 would with Luminex's product?  

18           Now do I have that correctly?  

19      A.   Yes, I -- yes, that's true.  

20      Q.   Then in the row that says "Number Apps 

21 (GE, et cetera)," what does "Number Apps (GE, et 

22 cetera)" mean?  
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1      A.   It's talking about the number of 

2 applications.  I -- I don't recall what "GE" stood 

3 for, but I'm going to assume it meant "gene 

4 expression, et cetera."  

5      Q.   And -- 

6      A.   The applications the system was capable 

7 of.  

8      Q.   And in the column for "Illumina 

9 BeadXpress," the applications that are listed are 

10 "genotyping protein assays" and "gene expression"; 

11 right?  

12      A.   That's what it says, yes.  

13      Q.   And the same three applications, although 

14 in a different order, are found in the column under 

15 "Luminex"; right?  

16      A.   Yes, that's right.  

17      Q.   So in late 2008, Illumina BeadXpress and 

18 Luminex, it says, 100 system were offered to an 

19 overlapping pool of customers, each at a price 

20 within the tens of thousands of dollars, each 

21 sometimes used in developing homebrews or LDTs, and 

22 each with the potential applications of genotyping 
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1 protein assays and gene expression.  

2           Did I summarize that correctly?  

3      A.   Yes.  

4      Q.   If you could turn in Exhibit 303 -- excuse 

5 me -- still on page 5 of Exhibit 303, "Sequenom" is 

6 another competitor to Illumina BeadXpress that's 

7 listed; right?  

8      A.   Yes.  

9      Q.   And that's S-e-q-u-e-n-o-m; right?  

10      A.   Yes.  

11      Q.   Is that still a competitor of Illumina?  

12      A.   Yes.  

13      Q.   Illumina offers the MiSeq product which 

14 ends in S-e-q; correct?  

15      A.   Yes.  

16      Q.   And also the HiSeq product that ends in          

17 S-e-q?  

18      A.   Yes.  

19      Q.   And at one point Illumina offered a 

20 research-use-only assay called "GoldenGate"; is that 

21 accurate?  

22      A.   Yes.  
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1      Q.   And in 2008 Sequenom offered an iPLEX gold 

2 assay; is that right?  

3      A.   Yes.  

4      Q.   Could you turn to page 14 of Exhibit 303.  

5           Under "Ordering Information" there's a 

6 reference to catalog numbers.  

7           Do you see that?  

8      A.   Yes.  

9      Q.   Could you explain to me what the catalog 

10 is that the catalog numbers are in?  

11      A.   Um -- 

12      Q.   Or if that's a stupid question, just 

13 explain why.  

14           MR. HORNE:  And I won't object 

15 "argumentative."  

16           THE WITNESS:  It's a -- there's -- those 

17 numbers are a way for us to refer to our -- our 

18 products on the web and in different systems within 

19 the organization.  

20 BY MR. HANKINSON:

21      Q.   Customers can use these catalog numbers to 

22 order the products that they want; is that 
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1 accurate?  

2      A.   Yes.  

3      Q.   And they see them on the web sometimes, at 

4 least?  

5      A.   Sometimes they're presented on the web.  

6      Q.   Can you order directly from the web?  

7      A.   Yes.  

8      Q.   Can you also order by calling your sales 

9 rep?  

10      A.   Yes.  

11      Q.   Do you have any sense of what percentage 

12 of the sales are made through the web as opposed to 

13 through sales reps?  

14      A.   I don't know.  

15      Q.   Do you have any sense of whether 

16 laboratory customers typically purchased through a 

17 sale rep or through purchases on the web?  

18      A.   I'm -- I'm not aware of how -- what -- 

19 what frequency of orders are online versus to a 

20 sales rep.  

21      Q.   Do laboratory customers typically have a 

22 purchase-order system that they go through?  
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1      A.   Yes.  

2      Q.   So when a lab customer purchases the 

3 product from Illumina, the lab director is the 

4 person who makes the final decision about whether to 

5 order?  

6           Is that accurate or not accurate?  

7      A.   I'm sorry?  Can you ask that question 

8 again?  

9      Q.   Yeah.  

10           When a laboratory customer orders a 

11 product from Illumina, does the lab director make 

12 the final decision about whether to make that 

13 purchase?  

14           MR. HORNE:  Vague, lacks foundation.  

15           THE WITNESS:  I don't know if all cases 

16 it's the final decision.  The lab director is a key 

17 stakeholder in the decision-making process.  

18 BY MR. HANKINSON:

19      Q.   Who are the other key stakeholders in the 

20 decision-making process?  

21      A.   A medical director, hospital 

22 administration.  There may be others.  
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1      Q.   When it's the hospital administration, is 

2 that a purchasing department?  

3      A.   I -- I was -- I was thinking higher up in 

4 the organization, like president.  And also -- I 

5 mean, yes, purchasing agents are involved in the 

6 process.  

7      Q.   So at times the president of the hospital 

8 is involved in deciding whether to purchase a 

9 product from Illumina?  

10      A.   I'm sorry?  

11           Were you saying from Illumina or in 

12 general?  

13      Q.   From Illumina.  

14      A.   Yes, in some cases that could be the case.  

15      Q.   Is the medical director usually somebody 

16 who's placed within the laboratory or somebody who 

17 is outside of the laboratory?  

18      A.   I'm not sure if they are necessary to  

19 reporting into a laboratory organization, but that 

20 would be a stakeholder that would provide feedback 

21 on the medical need.  

22      Q.   Have we covered all of the stakeholders of 
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1 which you are aware in decisions among customers to 

2 purchase Illumina's products?  

3      A.   I -- in that conversation I was really 

4 thinking about a clinical use.  

5           There might be other stakeholders in 

6 different uses of the technology.  Yeah, there -- 

7 there may be others -- 

8      Q.   How --

9      A.   -- based on different uses.  

10      Q.   How would that be?  

11      A.   Well, for -- for example, if we're talking 

12 about agriculture, it's a different set of 

13 stakeholders.  

14           If we're talking about pharmaceutical 

15 partnerships, it's a different set of stakeholders 

16 that are deciding whether or not they want to use 

17 that technology.  

18      Q.   As opposed to a clinical use?  

19      A.   A clinical use, yeah.  

20      Q.   And so you're saying the stakeholders at 

21 places like that, agricultural and pharma 

22 partnerships, would be different stakeholders 
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1 because you're not dealing with the same 

2 stakeholders as in a clinical setting; is that 

3 right?  

4      A.   Yes.  

5      Q.   The prices of Illumina's BeadXpress system 

6 on page 14 -- actually, it's just one price for two 

7 different catalog numbers.  

8           There's a "List Price NA_EU" that's 98,500 

9 dollars; right?  

10      A.   Yes.  

11      Q.   Is that North America and Europe?  

12      A.   Yes.  

13      Q.   Oh, my God.  I got it right.  

14           And then there's "List Price ROW" that's 

15 118,200 dollars; right?  

16      A.   Yes.  

17      Q.   What is "List Price ROW"?  

18      A.   "Rest of World."  

19      Q.   And the price of the BeadXpress system -- 

20 is the BeadXpress system no longer offered?  

21      A.   The BeadXpress system is no longer 

22 offered.  
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1      Q.   It sounds like you wanted to say something 

2 else.  

3      A.   Well, it -- it was like a double negative.  

4 I didn't know how to -- whether to say "Yes" or "No" 

5 to your question, so I'm restating that the 

6 BeadXpress system is no longer offered.  

7      Q.   Thank you.  

8      A.   It -- it is, however, supported by the 

9 organization.  There are people still using it.  

10      Q.   When did it -- when did it -- when was it 

11 discontinued?  

12      A.   I don't remember the exact date it was 

13 discontinued.

14      Q.   Was it after 2009?  

15      A.   I don't recall. 

16      Q.   In late 2008, at the bottom of page 14 -- 

17      A.   Uh-huh.  

18      Q.   -- there is also a "BeadXpress Starter 

19 Kit."  The description actually goes on to page 15.  

20      A.   Uh-huh.  

21      Q.   And the starter kit has a North American 

22 and European price of 3,237 dollars; right?  
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1      A.   Yes.  

2      Q.   And then at the time, there was a 

3 GoldenGate assay for research use only; right?  

4      A.   Yes.  

5      Q.   And the satellite kit for GoldenGate for 

6 BeadXpress would cost a customer 18,940 dollars in 

7 North America and Europe; right?  

8      A.   Yes.  

9      Q.   And the GoldenGate accessories kit, which 

10 was optional, would cost an additional 94,683 

11 dollars in North America and Europe in 2008; 

12 right?  

13      A.   Yes.  

14      Q.   Different catalog codes apply to purchases 

15 of training services; right?  

16      A.   Yes.  

17      Q.   And if were look, for example, on page 17 

18 at the VeraCode GoldenGate training kit -- 

19      A.   I'm sorry? 

20      Q.   Excuse me.  

21           I should -- 

22      A.   Where are you again?  
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1      Q.   On page 17.  

2      A.   Okay.  

3      Q.   And let's actually look at -- well, let me 

4 ask generally.  

5           How often was training purchased alongside 

6 of a BeadXpress platform?  

7      A.   The catalog number of the BeadXpress 

8 platform included a one-day training.  It was not 

9 common for a customer to order additional training 

10 because it was included in the instrument.  

11      Q.   So the training was not just recommended, 

12 but included in the price of purchasing the 

13 system?  

14      A.   That's right.  

15      Q.   The page -- at page 18 of Exhibit 303, we 

16 get to solve the mystery of the word that I was 

17 trying to remember earlier.  

18           It's "oligonucleotide."  

19      A.   Okay.  

20      Q.   So on page 18 there begins a list of 

21 catalog numbers for "VeraCode Universal Capture Bead 

22 Set" where that's the description of the product for 
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1 many, many rows of this list of catalog numbers -- 

2      A.   Yes.  

3      Q.   -- right?  

4      A.   Yes.  

5      Q.   And the only distinction in the 

6 description of the product -- excuse me.  

7           What's the column that I'm referring to?  

8 The title of the product?  The product name?  

9      A.   The VeraCode Universal Capture Beads.  

10      Q.   And is that the product name or the 

11 product title?  

12      A.   That's the -- the product name.  

13      Q.   So the product name for the following -- 

14 one, two, three, four, five, six, seven, eight -- 

15 nine pages, each with five or six products per page.  

16           The product name is the same for each row, 

17 "VeraCode Universal Capture Bead Set," except that 

18 there's a different number at the end.  

19      A.   Yes.  

20      Q.   And it's a four-digit number in each 

21 case?  

22      A.   Yes.  
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1      Q.   So there's at least three dozen different 

2 VeraCode Universal Capture Bead Sets that are 

3 differentiated in product name only by number -- 

4      A.   Yeah.

5      Q.   -- at the end; right?  

6      A.   Yes.  

7      Q.   And the next column over to the right, is 

8 that like a product description?  

9      A.   Yes.  

10      Q.   And so for the several pages, and over 

11 three dozen products that are titled "VeraCode 

12 Universal Capture Bead Set," the product description 

13 is also completely identical for each product except 

14 for a series of letters in parentheses in the middle 

15 of each description.  

16           Do I have that right?  

17           (Document reviewed by the witness.)

18           THE WITNESS:  Yes.  

19 BY MR. HANKINSON:

20      Q.   And the series of letters in parentheses 

21 on the fourth line of each description for the 

22 VeraCode Universal Capture Bead Set sets out a 
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1 different combination of the letters T, C, G, and A; 

2 right?  

3      A.   Yes.  

4      Q.   And those are -- tell me what the vocab 

5 is.  It has to do with DNA or RNA.  

6           What are T, C, G, and A?  

7      A.   Those are bases of nucleic acid.  

8      Q.   And when you're sequencing DNA or RNA, it 

9 is expressed in series of these letters, T, C, G, 

10 and A; is that right?  

11      A.   I -- I just want to make sure there's not 

12 confusion that this is a sequencing solution.  

13      Q.   Sorry.  Please explain it to me.  

14      A.   This -- this series of letters is a code 

15 that -- or a series -- it's an oligonucleotide 

16 that's attached to the bead.  

17           And we refer to this series of bases as 

18 the unique Illumina code; it's the unique identifier 

19 for that bead.  

20      Q.   And what are the different beads with the 

21 different oligonucleotides used to do?  

22      A.   It's a capture sequence, so an assay 
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1 that's being developed to target some molecular 

2 signature would be tagged with a complement of this 

3 string of bases so that it could be captured and 

4 detected on the BeadXpress.  

5      Q.   And there -- these are a series of many 

6 dozens of preloaded oligonucleotides?  

7      A.   These oligos are attached to the beads 

8 before being received by a customer.  

9      Q.   And "Illumina Code" appears nowhere -- the 

10 words "Illumina Code" appears nowhere in the product 

11 description; right?  

12      A.   It does not appear in the product 

13 description.  

14      Q.   The series of the letters T, C, G, and A 

15 within the parentheses of each product description, 

16 are those of uniform length?  They always have the 

17 same number of letters?  

18      A.   I -- I don't know for certain if they are 

19 exactly the same length.  

20           I haven't counted them for every single 

21 one, but the combination and order has a certain 

22 melting temperature that's uniform.   
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1           I'm -- I'm sorry.  

2           The bond that's created in that capture 

3 has a -- a certain melting temperature, and that 

4 combination of letters is -- is designed for that.  

5      Q.   And the series of letters, there's more 

6 than 20 letters in each series; right?  

7           (Document reviewed by the witness.)

8           THE WITNESS:  Sure.  Yes.  

9 BY MR. HANKINSON:

10      Q.   And so looking at the product description, 

11 one can differentiate these products by checking the 

12 series of 20 letters to see if that order of the 

13 letters T, C, G, and A is the one that you want; is 

14 that right?  

15      A.   No.  

16      Q.   Its the only difference in this table; 

17 correct?  

18           MR. HORNE:  Lacks foundation.  

19           THE WITNESS:  This -- this table is 

20 designed for a sales rep and for a field-application 

21 scientist to help a customer.  

22           The ordering information -- the last four 
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1 digits of the catalog number, being -5440, is the 

2 identifier of the bead.  

3 BY MR. HANKINSON:

4      Q.   So once you figure out which one you want, 

5 you can know the -- you can get the catalog number 

6 and just refer to it by that?  

7           Is that what you're saying?  

8      A.   Yes.  

9      Q.   And the sales rep and field-application 

10 scientist would be available to assist a customer 

11 in, you know, selecting which 20-letter sequence 

12 oligonucleotide the customer needs?  

13      A.   The exact combination of -- of letters 

14 isn't really important to the customer.  

15           We -- what's important to the customer is 

16 the 5440, for example.  It's the first one on this 

17 page.  

18           And the association of that to this line 

19 of letters is provided for service and sales as a 

20 reference.  

21      Q.   In order to help them when they're dealing 

22 with customers?  
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1      A.   It -- it's more of a troubleshooting tool, 

2 if -- if they needed that information, but -- 

3      Q.   Because it's the -- 

4      A.   -- it's not -- 

5      Q.   Because it's the difference between        

6 these --

7      A.   Yeah.  It's not a -- 

8      Q.   -- products; right?  

9      A.   The -- it's useful for internal people to 

10 have access to that code.  

11      Q.   Because it's the differentiator between 

12 the products; right?  

13      A.   Because it's -- it -- it's used as part of 

14 the detection mechanism of the -- it's a handle that 

15 is used, so it's useful for them to know that.  

16      Q.   So the field reps -- excuse me.  

17           The field-application scientists and the 

18 sales reps have the education or training to make 

19 use of this information about the oligonucleotide 

20 when they need to; is that accurate?  

21      A.   There's -- there was software available to 

22 the customer and to the sales rep that makes this 
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1 combination.  They don't need to think about it.  

2      Q.   So there's a software that the customer 

3 uses to select which catalog code --

4      A.   Yes.  

5      Q.   -- they would choose, and that has to be 

6 provided by Illumina to the customer?  

7      A.   Yes.  

8      Q.   And so when the customer wants to figure 

9 out what product to order, they go into the Illumina 

10 software and then figure it out there and then make 

11 their order?  

12      A.   The software is useful in the design of 

13 the assay that they're using these beads for.  

14      Q.   So before they ever make -- even make the 

15 decision to purchase, they're actually using 

16 software to design an assay?  

17      A.   No.  

18           The decision to purchase is "I have a need 

19 for a multiplex assay, and I'm going to use these 

20 beads."  

21           And the selection of the number of the 

22 beads is associated with how many analytes they 
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1 wanted to test.  

2           When they received them and are trained to 

3 use them, there was software that managed this code 

4 of sequences.  

5      Q.   Are there a -- 

6      A.   They don't think about that in the 

7 ordering process.  

8      Q.   Are there a ton of errors?  

9      A.   No, because they're software.  

10      Q.   So there's no errors?  

11      A.   I'm sorry?  

12           MR. HORNE:  Vague.  

13           THE WITNESS:  Um -- 

14 BY MR. HANKINSON:

15      Q.   Do the customers make mistakes then have 

16 to trade out the orders because they got the wrong 

17 thing?  

18      A.   I've never experienced that happening.  

19      Q.   If you turn to the Frequently Asked 

20 Questions --

21      A.   Uh-huh.  

22      Q.   -- at the -- in Exhibit 303, they start at 
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1 page 32.  

2      A.   Uh-huh.  

3      Q.   These are questions that were frequently 

4 asked by customers; right?  

5      A.   No.  

6           The idea of a Frequently Asked Question 

7 was a tool that marketing provides to sales 

8 anticipating what -- what is the possible realm of 

9 questions that you might get asked, and trying to 

10 provide an answer.  

11           It wasn't necessarily the other way 

12 around.  

13      Q.   It was anticipating what questions would 

14 be frequently asked?  

15      A.   Anticipating questions and providing an 

16 answer.  

17      Q.   "Frequently asked" is just a meaningless 

18 term here?  

19      A.   It's a -- 

20      Q.   You weren't trying to anticipate -- 

21      A.   It's kind of jargon, I guess is what I'm 

22 trying to say.  
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1      Q.   But you -- 

2      A.   The term "Frequently Asked Questions" is 

3 jargon. 

4      Q.   You weren't trying to anticipate every 

5 single question; you were trying to anticipate 

6 questions that would come up with a reasonable 

7 degree of frequency?  

8      A.   The -- the frequency is kind of arbitrary.  

9           It's "Here's some canned answers for you, 

10 sales rep.  I want to provide you answers that you 

11 might get asked."  

12      Q.   By the customer?  

13      A.   By a customer.  

14      Q.   Can you turn to page 34.  

15      A.   Uh-huh.  

16      Q.   The question -- this is the last one on 

17 page 34 is:  

18                "What makes your product 

19           better than Luminex?  They seem to 

20           be similar technologies."  

21           Do you see that?  

22           (Document reviewed by the witness.)
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1           THE WITNESS:  Yes, I do.  

2           I'm sorry.  I was reading it.  

3 BY MR. HANKINSON:

4      Q.   And that refers to the Illumina BeadXpress 

5 and the Luminex product that we were comparing in 

6 the table on page 5; right?  

7      A.   Yes.  

8      Q.   If you look at page 36 at the first 

9 question, it's:  

10                "Can the BeadXpress Reader be 

11           used for diagnostic testing?"  

12           Do you see that question?  

13      A.   Yes.  

14      Q.   The answer is:  

15                "The BeadXpress Reader is 

16           currently labeled as a "Research 

17           use only" instrument, so it has 

18           not been reviewed by the FDA.  

19                "But we have had a lot of 

20           interest expressed by CLIA high 

21           complexity certified labs who are 

22           interested in developing homebrew 
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1           assays with the technology."  

2           Did I read it accurately?  

3      A.   Yes.  

4      Q.   So in the "Frequently Asked Questions" 

5 section of the training materials given to sales 

6 reps for the launch of the BeadXpress system and 

7 VeraCode technology in late 2008, it was anticipated 

8 that customers might ask whether the BeadXpress 

9 Reader can be used for diagnostic testing; right?  

10           That's why this is here?  

11      A.   Yes. 

12      Q.   And the answer given to the sales reps, as 

13 you referred to as like the "canned answer," is 

14 that:  

15                "While it's research use 

16           only, a CLIA high complexity 

17           certified lab could make an           

18           LDT."  

19           And that would be the only thing the sales 

20 rep would be told about diagnostic testing using the 

21 BeadXpress Reader; right?  

22      A.   The answer that was provided was that a 
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1 CLIA high complexity lab that is interested in 

2 homebrew assays might be interested in the 

3 technology.  

4      Q.   There were no other customers listed in 

5 response to the question about whether the 

6 BeadXpress Reader could be used for diagnostic 

7 testing in this launch package; right?  

8      A.   I'm sorry?  Could you restate the 

9 question?  

10      Q.   Yeah.  

11           There's no other customers besides CLIA 

12 high complexity certified labs that are listed in 

13 the answer to this frequently asked question about 

14 whether the BeadXpress Reader could be used for 

15 diagnostic testing?  

16      A.   That's correct.  

17      Q.   Later on the same page, page 36 of  

18 Exhibit 303, the second question up from the bottom, 

19 within -- before the "Regulatory Terminology" 

20 heading, it asks:  

21                "Can the GoldenGate 

22           genotyping assay be used for 
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1           diagnostic testing?"  

2           Do you see that? 

3      A.   Yes.  

4      Q.   And there the answer is just:  

5                "The GoldenGate genotyping 

6           assay is a research-use-only 

7           product.  It has not been  

8           reviewed by the FDA."  

9           Did I read that correctly?  

10      A.   Yes.  

11      Q.   So there are no diagnostic testing 

12 customers that could have made use of the GoldenGate 

13 genotyping assay for those purposes at that time; is 

14 that right?  

15           MR. HORNE:  Lacks foundation.  

16           THE WITNESS:  It -- no, it's not right.  

17 BY MR. HANKINSON:

18      Q.   The sales reps were told to respond that, 

19 "The GoldenGate genotyping assay is a 

20 research-use-only product"; right?  

21      A.   Yes.  

22      Q.   The next question down says:  
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1                "I work in a CLIA high 

2           complexity lab and would  like to 

3           develop tests using the VeraCode 

4           technology.  

5                "Will Illumina help me         

6           with designing and validating           

7           a test?"  

8           Did I read that right?  

9      A.   Yes.  

10      Q.   When this question asks about developing 

11 tests using the VeraCode technology, is that 

12 referring to LDTs or homebrews?  

13      A.   Yes.  

14      Q.   And the implication here is that the LDTs 

15 or homebrews must be designed and validated, right, 

16 by someone?  

17      A.   Yes.  

18      Q.   And the question is:  

19                "Will Illumina help       

20           with that?"  

21      A.   Yes.  

22      Q.   The answer is:  
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1                "No.  Illumina can provide 

2           technical support for working with 

3           the VeraCode products and assist 

4           with troubleshooting, but the CLIA 

5           high complexity lab is responsible 

6           for designing and validating their 

7           own tests."  

8           Did I read that right?  

9      A.   Yes.  

10      Q.   The technical support for working with the 

11 VeraCode products and the troubleshooting, those are 

12 not designing and validating the tests; right?  

13      A.   That is correct.  

14      Q.   Those are related to like customer 

15 service, troubleshooting issues if the machine's not 

16 working right; right?  

17      A.   That would certainly be covered, among 

18 other things.  

19      Q.   But none of the things involved with 

20 technical support and assisting with troubleshooting 

21 would be the design and validation of the test?  

22      A.   We did not assist a customer in designing 
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1 their test or validating their test.  

2      Q.   And you weren't permitted to; right?  

3      A.   That's correct.  

4      Q.   And why not?  

5      A.   Because they were not FDA approved.  

6      Q.   "They were not"?  

7           Is that what you said?  

8      A.   I said "they."  

9      Q.   And who --

10      A.   Well --

11      Q.   -- are you referring to by "they"?  

12      A.   I'm sorry.  

13           I was referring to the beads.  

14           The product was not FDA approved or 

15 cleared.  

16      Q.   Can Illumina's IVD products be purchased 

17 and used by doctors in an office as opposed to a 

18 laboratory setting?  

19      A.   Can they?  

20      Q.   According to regulations.  

21      A.   No.  

22      Q.   Did you say "No"?  
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1      A.   No.  The answer's "No."  

2      Q.   So certainly they wouldn't be marketed to 

3 doctors sitting in offices as opposed to 

4 laboratories?  

5      A.   We would not do marketing to physicians 

6 for purchase of the technology; however, we do have 

7 marketing of our IVD tests to build awareness to an 

8 ordering physician.  

9           They're not -- they're not the direct 

10 purchaser, but they're a -- a stakeholder in the 

11 process.  

12      Q.   The stakeholders who are involved in 

13 purchasing decisions for Illumina's products to be 

14 used in connection with clinical diagnostics 

15 include, as we had spoken about before, hospital 

16 administrators, which might be the president or 

17 someone very high up at the hospital, and it might 

18 also include a purchasing agent or purchasing 

19 department, the lab director, and the medical 

20 director; right?  

21      A.   I'm sorry?  Can you ask the question 

22 again?  
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1           It was a -- a long question.  

2      Q.   It was.  I'm just trying to get back to a 

3 topic.  

4      A.   Okay.  

5      Q.   So the stakeholders -- 

6      A.   Uh-huh.  

7      Q.   -- that are involved in the purchasing 

8 decisions for Illumina's products for use in 

9 relation to clinical diagnostics --

10      A.   Uh-huh. 

11      Q.   -- include lab directors, medical 

12 directors, and hospital administration; right?  

13      A.   All of those people could be involved.  

14      Q.   And the hospital administration can 

15 include someone as high up as the president of the 

16 hospital, and it can also include a purchasing agent 

17 or purchasing department at the hospital; right?  

18      A.   Yes.  

19           In the event we're working on a large, 

20 committed, recurring revenue, oftentimes people high 

21 up in the organization would be involved.  

22           Like a recurring test order -- a 
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1 commitment to a recurring test order would be -- may 

2 involve hospital administration.  

3      Q.   And if there's not a high volume of 

4 recurring revenue, then when you say that the 

5 hospital administration is involved as a 

6 stakeholder, it probably refers more to a purchasing 

7 agent?  

8      A.   That's right.  

9           DEPOSITION OFFICER:  Did you say 

10 "occurring" or "recurring"?  

11           THE WITNESS:  Recurring.  

12           MR. HANKINSON:  Recurring.  

13           DEPOSITION OFFICER:  I was asking him.  

14           Thank you.  

15           THE WITNESS:  I'm sorry.

16           DEPOSITION OFFICER:  Not you, him.  It was 

17 what he said.

18           Thank you.  

19 BY MR. HANKINSON:

20      Q.   A lab director, in this context, would be 

21 someone with at least a Ph.D; right?  

22      A.   It's usually either a Ph.D or a 
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1 pathologist. 

2      Q.   A pathologist being a medical degree?  

3      A.   Uh-huh.  Yes.  

4      Q.   A medical director, would that person 

5 normally have a medical degree?  

6      A.   Yes.  

7           And that -- that's another example of a 

8 stakeholder that would be involved if it's a 

9 multi-year, high-volume commitment.  

10           That's a -- usually not involved in the 

11 first purchase, but if we're making a big deal with 

12 a hospital for a multi-year commitment, then that 

13 person's usually involved.  

14      Q.   Uh-huh.  Excuse me.  

15           Yes.  

16           A purchasing agent within the hospital 

17 would be someone whose job is to purchase products 

18 and to see that process through for many, many 

19 different products at the hospital.  

20           Do I have that right?  

21      A.   I -- I don't know if they're responsible 

22 for multiple products or not, but from my experience 
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1 a purchasing agent places orders.  

2      Q.   So it could be the case that there's a 

3 person just responsible for one type of product 

4 purchase at the hospital?  

5      A.   I -- I just didn't -- you said many, many 

6 products.  I -- I don't know what breadth of 

7 products every purchasing agent purchases, so... 

8      Q.   Their job is to buy things for the 

9 hospital?  

10      A.   Their job is to buy stuff, yeah.  

11      Q.   Does their job include either agreeing to 

12 or negotiating the price of the products?  

13      A.   It could be.  

14      Q.   Does their job include making sure that 

15 the hospital's purchase-order process is followed?  

16      A.   I don't know.  

17      Q.   What's your best understanding of what a 

18 purchasing agent does for a hospital in connection 

19 with products like Illumina's?  

20      A.   Placing purchase orders, ordering or 

21 reordering product.  

22      Q.   Did you have any sort of non-compete 
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1 agreement when you left Nanogen?  

2      A.   I don't remember.  

3      Q.   Did Illumina ever inquire whether anything 

4 would prevent you from working in the same industry 

5 as Nanogen?  

6      A.   I don't remember.  

7      Q.   Do you think you would remember if it had 

8 happened?  

9      A.   There was -- there was some sort of 

10 process when I was hired, and I think that question 

11 may have been asked, but I don't -- I don't remember 

12 exactly.  It was a long time ago.  

13      Q.   2007?  

14      A.   Yeah.  

15      Q.   Do you remember who you're thinking of 

16 that may have asked the question?  

17      A.   No.  

18      Q.   Just part of your on-boarding?  

19      A.   Yes.  There's an on-boarding process at 

20 Illumina.  

21      Q.   I don't mean to like focus on it too much, 

22 but I'm just trying to figure out what the status 
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1 of "I think I remember that it might have been 

2 asked" is.  

3           I mean, there's something that's prompting 

4 you not to just say, "No, it definitely wasn't 

5 asked."  

6      A.   I just kind of -- I just kind of remember 

7 it coming up.  I -- I don't -- I don't remember 

8 exactly what the conversation was around 

9 non-compete.  

10           There might have been something about 

11 Illumina.  

12           I -- I just -- it was never an issue.  I 

13 never had a non-compete conversation about 

14 Nanogen.  

15      Q.   In your declaration submitted in this 

16 case, at one point you discuss Illumina's attempt to 

17 position the BeadXpress platform to the molecular 

18 diagnostics market where Luminex Corp was a 

19 competitor.  

20           So Luminex was in the molecular 

21 diagnostics field at the time?  

22      A.   Yes.  
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1      Q.   And when Illumina wanted to position 

2 BeadXpress in that platform, it would in a sense 

3 become a competitor of Luminex by moving into that 

4 field?  

5           Do I have that right?  

6      A.   Illumina -- I -- I don't know that I agree 

7 that the first intention to move into diagnostics 

8 had to do with the BeadXpress.  

9      Q.   Okay.  

10      A.   The -- the vision of the company was 

11 always to be a player in personalized medicine.  

12           DEPOSITION OFFICER:  "A player in..."?   

13           THE WITNESS:  "Personalized medicine."

14           DEPOSITION OFFICER:  Thank you.  I 

15 couldn't hear the last word.

16 BY MR. HANKINSON:

17      Q.   Prior to your time in 2007, you're saying 

18 that that was the case?  

19      A.   I'm sorry?  What's the question?  

20      Q.   Well, you said it had always been.  

21      A.   There was a -- 

22      Q.   But you started in 2007, and the company 
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1 was founded in 1998, so I'm asking if you are 

2 referring to the time before you came or just after.  

3      A.   We were -- we just were talking about our 

4 vision statement as a company, and -- 

5      Q.   Who was when?  

6      A.   My boss, John White, presented to my team 

7 Illumina's vision statement and how it has modified 

8 over the years.  I mean -- 

9      Q.   And when was that presentation?  

10      A.   This week.  

11           Tracking over time, it showed that 

12 Illumina was interested in personalized medicine.  

13      Q.   Do you understand that there were 

14 corporation restructurings in 2008, 2011, and 

15 2013?  

16      A.   Yes.  

17      Q.   And you're referring now to a presentation 

18 that was given to you last week characterizing what 

19 the company's vision had been in the past?  

20           Is that what you're saying?  

21      A.   Yes.  

22      Q.   Did you take any steps to verify that the 
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1 characterization given in that presentation was true 

2 as of the times that were being characterized?  

3      A.   No.  

4      Q.   So we jumped off there because you took 

5 issue with whether my question was about a 

6 particular time related to BeadXpress or the 

7 company's vision.  

8      A.   Yeah.  

9      Q.   I'm going to quote from your declaration.  

10           And -- I'm sorry.  I didn't bring you a 

11 copy.  

12      A.   Okay.  

13      Q.   But paragraph 5 says:  

14                "By that time" -- the first 

15           half of 2008 -- 

16      A.   Okay.  

17      Q.   (READING):  

18                -- "Illumina was positioning 

19           the BeadXpress platform to the 

20           molecular diagnostics market where 

21           Luminex Corp was a competitor."  

22      A.   Yes.  
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1      Q.   So you're with me there?  

2      A.   Yes.  

3      Q.   And so BeadXpress, at the first half of 

4 2008, was already an existing product; right?  

5      A.   Yes.  

6      Q.   It had been sold prior to that time; it 

7 wasn't like a new product that was about to 

8 launch?  

9      A.   Yes.  

10      Q.   But it had been a research-use-only 

11 product; right?  

12      A.   Yes.  

13      Q.   And it had been used in academic and other 

14 research environments up to that time; right?  

15      A.   The -- it had been used in research and 

16 academic environments and other environments as 

17 well.  

18      Q.   And in the first half of 2008, an 

19 environment that Illumina was positioning it for --

20      A.   Uh-huh.  

21      Q.   -- forward going -- 

22      A.   Yeah.  
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1      Q.   -- was the molecular diagnostics market -- 

2      A.   Yes.  

3      Q.   -- where Luminex Corp was a competitor; is 

4 that right?  

5      A.   Yes.  

6      Q.   Luminex, at that time, had molecular 

7 diagnostic tests for influenza; right?  

8      A.   Yes.  

9      Q.   And Luminex had a product named xMAP at 

10 that time; right?  

11      A.   Yes. 

12      Q.   And Illumina was -- and there's -- here's 

13 another quote from your declaration, paragraph 5:  

14      A.   Okay.  

15      Q.   (READING):

16                "Both Luminex's xMAP" -- 

17           MAP capitalized, "x" is little.  

18                -- "and Illumina's BeadXpress 

19           could be used to detect variants 

20           in DNA in a multiplex fashion 

21           leveraging beads."  

22           So as BeadXpress was positioned to enter 
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1 the molecular diagnostics market, a product of 

2 Luminex's that it would be competing with 

3 potentially was xMAP.  

4           Do I have that right?  

5      A.   Yes.  

6      Q.   But in order to do that, the BeadXpress 

7 would have to be used in the context of an LDT 

8 because Illumina did not have, and was not planning 

9 to develop, an FDA cleared or approved assay; right?  

10           MR. HORNE:  Compound, lacks foundation.  

11           THE WITNESS:  I disagree that we did not 

12 intend to develop assays to be FDA cleared or 

13 approved.  

14 BY MR. HANKINSON:

15      Q.   But with respect to BeadXpress -- 

16      A.   Uh-huh.  

17      Q.   -- that was not how BeadXpress was being 

18 positioned to enter the molecular diagnostics market 

19 at the time; right?  

20           MR. HORNE:  Vague.  

21           THE WITNESS:  Can you re-ask the question?  

22 BY MR. HANKINSON:
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1      Q.   Yeah.  

2           BeadXpress was a platform that could be 

3 positioned to be used by CLIA high complexity 

4 certified labs to create LDTs that then might test 

5 for things like influenza, potentially; right?  

6      A.   Yes.  

7      Q.   That was the intent in late 2008?  

8      A.   That was an -- an intent.  

9      Q.   BeadXpress was never going to be an assay; 

10 it was a platform on which assays could be run.   

11           Right?  

12      A.   The BeadXpress was an instrument, and the 

13 consumables sold were -- made up the assay.  We -- 

14 we offered consumables.  

15      Q.   Well, the consumables being sold were not 

16 assays?  

17      A.   We offered our GoldenGate assay and the -- 

18      Q.   For research use only; right?  

19      A.   They're labeled as "For research use 

20 only." 

21      Q.   Okay. 

22      A.   That's right.  
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1      Q.   And the BeadXpress -- the other -- you 

2 know, the consumables were not assays, right?  

3      A.   We offered our -- a methylation and a gene 

4 expression assay.  

5      Q.   Again, for research use only at the 

6 time?  

7      A.   Those were labeled "For research only."  

8           MR. HORNE:  Vague.  

9 BY MR. HANKINSON:

10      Q.   When you say that the consumables 

11 could be, you know, made into assays, that's through 

12 an LDT from a CLIA high complexity certified lab; 

13 right?  

14           That's what you're referring to?  

15      A.   The -- to me, an assay is the assay 

16 process.  That's why I'm confused with your 

17 question.  

18           When you said -- 

19      Q.   So you would agree that a consumable 

20 cannot be an assay, because one is a thing and 

21 another is a process?  

22      A.   Sometimes I've used the word "consumable" 
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1 in a -- in a synonymous -- synonymous way with our 

2 assays or our -- our products.  So I would say some 

3 are packaged assays and some are components, when I 

4 say "consumable."  

5      Q.   And at the time, in the last half of 2008, 

6 if Illumina had been marketing its consumables as an 

7 assay for diagnostic purposes, it would have been in 

8 trouble; right?  

9           That was a no-no?  

10           MR. HORNE:  Vague.  

11           THE WITNESS:  Can you ask me that question 

12 again?  

13 BY MR. HANKINSON:

14      Q.   Sure.  

15           At the time, in the second half of 2008, 

16 if Illumina had been marketing its consumables as 

17 assays for diagnostic purposes, it would have been 

18 in trouble?  

19           MR. HORNE:  Same objection.  

20           THE WITNESS:  I don't know the answer to 

21 that question.  

22 BY MR. HANKINSON:
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1      Q.   The FDA would not have approved of such a 

2 marketing practice for Illumina's consumables in the 

3 last half of 2008; correct?  

4           MR. HORNE:  Vague.  

5           THE WITNESS:  Um -- um --

6 BY MR. HANKINSON:

7      Q.   Did you have an assay?  

8      A.   Uh-huh.  

9      Q.   Did Illumina have an assay in late 2008 

10 that was cleared or approved by the FDA for 

11 diagnostic use?  

12      A.   We had our -- our universal and carboxyl 

13 beads that were registered with the FDA, and we 

14 could market those for -- as components for 

15 development of lab-developed tests.  

16           And I --

17      Q.   And your answer -- 

18      A.   The date -- the date is not clear to me.  

19      Q.   Uh-huh.  And they would only be components 

20 of a lab-developed test, not a complete assay; 

21 right?  

22      A.   Those are -- yeah, those are beads and 
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1 components that are part of an assay.  

2      Q.   And the assay would have been developed by 

3 the lab; that's why it's called an "LDT, 

4 lab-developed test"?  

5           "Test" meaning assay; right?  

6      A.   I'm not sure that we're using the 

7 terminology consistency -- "assay, component,   

8 test" -- and that's why I'm struggling in answering 

9 your question.  

10           Can you -- can you try to ask it again?  

11      Q.   Yes, I can.  

12           When I asked you whether --

13      A.   Uh-huh. 

14      Q.   -- Illumina was approved or cleared by the 

15 FDA to market assays -- 

16      A.   Uh-huh.  

17      Q.   -- for diagnostics purposes, in my opinion 

18 you didn't answer my question.  

19      A.   Okay.  

20      Q.   And I'll explain why, and maybe that will 

21 explain why we're talking past each other.  

22      A.   Okay.  
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1      Q.   Because your answer to that question was 

2 "We were selling certain components" -- and I think 

3 you listed carboxyl beads -- 

4      A.   Uh-huh.  

5      Q.   -- and one other thing that could be used 

6 in developing an LDT.  

7      A.   Right.  

8      Q.   Right?  That was your answer?  

9      A.   Oh, okay.  

10      Q.   Okay.  So do you understand how we're 

11 communicating wrong?  

12      A.   So for terminology.  

13           But the FDA will approve a test for 

14 specific intended use.  And an assay, to me, is more 

15 of a -- a lab process that you're asking for 

16 detecting DNA or something.  

17           And that's why I'm having a hard time 

18 answering your question.  

19      Q.   Oh. 

20      A.   It's because -- 

21      Q.   Okay.  Yeah.

22      A.   -- of the use -- 
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1      Q.   Yeah.  Yeah. 

2      A.   -- of the words -- 

3      Q.   I'm sorry.

4      A.   -- "assay" and "component" and "test."  

5      Q.   So at the time -- and I apologize.  

6           So at the time in -- 

7      A.   Uh-huh. 

8      Q.   -- 2008 Illumina would have been selling 

9 research-use-only assays and components for assays 

10 that might have been used by others in LDTs, but was 

11 not selling tests, and that's why we're having --

12      A.   Yes.  

13      Q.   -- a disconnect?  

14      A.   Yes, that's correct.  

15      Q.   In 2008 Illumina wasn't selling tests?  

16      A.   That's correct.  

17      Q.   So when we discuss Exhibit 315 -- I'm 

18 sorry.

19           MR. HORNE:  We've being going about an 

20 hour and a half so... 

21           MR. HANKINSON:  I think this is a short 

22 one.  
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1            MR. HORNE:  All right.

2           (Whereupon, O'Grady Exhibit Number             

3           315 was marked for identification by              

4           the Deposition Officer and is                

5           attached hereto.)

6 BY MR. HANKINSON:

7      Q.   Take a look at what's been marked as 

8 Exhibit 315. 

9      A.   Uh-huh.  

10      Q.   Does this pertain to a grant from the 

11 Gates Foundation?  

12      A.   Yes.  

13      Q.   And the grant was made to the University 

14 of Maryland, and Illumina was going to, in a sense, 

15 partner with the University of Maryland on this 

16 grant; right?  

17      A.   We were a -- we were contracted by the 

18 University of Maryland to participate.  

19      Q.   And the University of Maryland was going 

20 to use Illumina technology to sequence diarrheal 

21 pathogens; right?  

22      A.   No, not correct.  
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1           It -- it was not a sequencing test.  

2      Q.   Okay.  What does "Targeting signature 

3 sequences" mean?  

4      A.   The -- the technology that was used for 

5 this, the GoldenGate assay -- 

6      Q.   Uh-huh.  

7      A.   -- would genotype or detect single bases 

8 and not sequence a string of bases.  

9           So this was using our genotyping 

10 technology, not our sequencing technology.  

11           It's a discrete change and not a series.  

12      Q.   And since this was GoldenGate, it was for 

13 research use; right?  

14      A.   The -- the label on the product was "For 

15 research use only."  

16      Q.   Uh-huh.  And the purpose of the grant and 

17 the work by the University of Maryland was 

18 epidemiological; right?  

19      A.   Yes.  

20      Q.   Meaning sort of the tracking and tracing 

21 of the spread of disease?  

22           Do I have that correct?  
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1      A.   Yes.  

2      Q.   So the test to detect certain -- did you 

3 say "bases"?  

4      A.   Sure.  

5           A nucleic acid base is the A's, T's, G's, 

6 and C's.  

7      Q.   Uh-huh.  And so the test, the 

8 GoldenGate -- excuse me -- I shouldn't say "test."  

9           The GoldenGate assay, which was 

10 targeting -- when it's signature sequences, that's 

11 where you're using the word "nucleic acid -- 

12 acid-based" -- something?  

13      A.   Yes.  

14      Q.   Okay.  So the GoldenGate research-use-only 

15 assay was targeting those bases from particular 

16 pathogens to see which ones were occurring in which 

17 people specifically in order to, then, sort of map 

18 out the spread of disease?  

19           Is that a fair statement?  

20      A.   The -- the assay was looking for -- the 

21 assay targeted sequences that corresponded to the 

22 infectious agents in the panel.  There was 13 of 
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1 them.  

2           So it was looking for those pathogens 

3 in -- in humans.  

4      Q.   And those humans were not patients that 

5 were being diagnosed and treated, were they?  

6      A.   I'm not aware if they were being diagnosed 

7 or treated.  

8      Q.   Well, they weren't being diagnosed or 

9 treated through the work of the University of 

10 Maryland; right?  

11      A.   I don't know whether they were or not.  

12      Q.   The GoldenGate assay wasn't being used to 

13 diagnose or treat anybody; right?  

14      A.   I don't know if the University of Maryland 

15 used the GoldenGate assay to diagnose or treat 

16 patients.  

17      Q.   You're not asserting that in your 

18 declaration?  

19      A.   I'm sorry?  

20      Q.   You are not asserting that they were in 

21 your declaration, are you?  

22      A.   I -- I don't think I did that, no.  
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1      Q.   Because you don't know?  

2      A.   I don't know if they did that or not.  

3      Q.   The University Maryland was a research 

4 institution; right?  

5           MR. HORNE:  Vague.  

6           THE WITNESS:  I -- I don't know.  

7 ///

8 BY MR. HANKINSON:

9      Q.   Exhibit 315 was non-public; correct?  

10      A.   It's -- that's correct.  

11      Q.   In fact, it's labeled "Trade 

12 Secret/Commercially Sensitive" here.  

13      A.   The presen- -- this looks like it was 

14 something that was added.  They're -- I don't know 

15 the right terminology.  

16      Q.   Yes, that's correct.  

17      A.   The presentation itself, and then this 

18 part below it -- 

19      Q.   Uh-huh.  

20      A.   -- that -- that part below it was 

21 something that was added in the pdf.  

22      Q.   Do you disagree that it was either a trade 
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1 secret or commercially sensitive information?  

2      A.   No, I don't disagree.  

3      Q.   Okay.  

4      A.   I'm -- I'm just saying that the 

5 presentation and -- and this (indicating) -- like, 

6 we labeled -- I guess -- 

7      Q.   But you agree -- 

8      A.   -- the lawyers -- 

9      Q.   -- with the label?  

10      A.   -- labeled that.  

11      Q.   Yeah.  

12      A.   I agree with it, yeah.

13      Q.   You agree with the label?  

14      A.   Yeah.  

15           MR. HANKINSON:  We can take a break.  

16           DEPOSITION OFFICER:  Off the record.  

17           (Whereupon, a recess was held

18           from 11:18 a.m. to 11:39 a.m.)

19           DEPOSITION OFFICER:  Back on the record.  

20 BY MR. HANKINSON:

21      Q.   I'd like to hand you what we are marking 

22 as Exhibit 302.  
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1           (Whereupon, O'Grady Exhibit Number             

2           302 was marked for identification by              

3           the Deposition Officer and is                

4           attached hereto.)

5           DEPOSITION OFFICER:  There you go.

6           THE WITNESS:  Thank you.  

7           (Document reviewed by the witness.)

8 BY MR. HANKINSON:

9      Q.   Is this a presentation given by               

10 Ms. Henshall in 2007?  

11      A.   Yes.  

12           (Interruption in proceedings.)

13 ///

14 BY MR. HANKINSON:

15      Q.   Could you just turn to the last page.  

16      A.   Is this what you want me to look at?  

17      Q.   Yeah.  

18      A.   Okay.

19      Q.   Is this part of the presentation?  

20           (Document reviewed by the witness.)

21           THE WITNESS:  This -- I'm just looking 

22 through the series of slides really quick.  
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1           This presentation was given many times in 

2 different formats.  It's like a standard story.  

3           And it looks like in this instance it was 

4 given before we had a speaker talking about the use 

5 of the technology for different applications, so 

6 this was like an introductory slide to that person's 

7 story.  

8 BY MR. HANKINSON:

9      Q.   Was that person Leslie Lyons?  

10      A.   Yes.  

11      Q.   Is that a guy or a girl?  

12      A.   That's a woman.  

13      Q.   Was she affiliated with Illumina at the 

14 time, or was she independently employed at the 

15 Department of Population Health and Reproduction 

16 School of Veterinary Medicine, University of 

17 California Davis?  

18      A.   She was not affiliated with Illumina.  

19      Q.   I'd like to turn your attention to  

20 Exhibit 304, which we will mark.  

21           (Whereupon, O'Grady Exhibit Number             

22           304 was marked for identification by              
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1           the Deposition Officer and is                

2           attached hereto.)

3           THE WITNESS:  Thank you.  

4           DEPOSITION OFFICER:  Uh-huh.            

5 BY MR. HANKINSON:

6      Q.   Is Exhibit 304 the "Diagnostics Portfolio 

7 Management Plan" from July 20th, 2009?  

8      A.   Yes.  

9      Q.   Illumina first began making formal annual 

10 portfolio plans to assess potential business 

11 development options in 2009; right?  

12      A.   That's right.  

13      Q.   So this is the first document of its kind 

14 for diagnostics portfolio management?  

15      A.   I'm -- I'm not aware if there were 

16 informal plans prior to 2009, but this is the first 

17 in this corporate planning process.  

18      Q.   Are all of the people who are listed on 

19 the first page of the Diagnostics Portfolio 

20 Management Plan co-authors?  

21      A.   They all were on that team that developed 

22 the document. 
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1      Q.   Did they all have sign-off on this 

2 document?  

3      A.   There wasn't an official sign-off; it 

4 was -- they were more authors.  

5           (Interruption in proceedings.) 

6 BY MR. HANKINSON:

7      Q.   So they all had input into this 

8 document?  

9      A.   They all had input, yeah.  

10      Q.   Did you have any input into this 

11 document?  

12      A.   I assisted Mickie.  

13      Q.   Were you aware of the full contents of the 

14 document before it was finalized? 

15      A.   I -- I'm trying to think.  I'm not sure if 

16 I -- I think so, yes.  

17      Q.   Would you have brought it to the attention 

18 of the -- of Ms. Henshall or another author of this 

19 document if you were aware of any inaccuracy in 

20 it?  

21      A.   If I saw an error, I would have raised it, 

22 yes.  
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1      Q.   Who was the intended audience of this 

2 document?  

3      A.   Senior management.  

4      Q.   Who would that include?  

5      A.   In 2009 I'm not certain who the -- I don't 

6 remember the exact -- 

7      Q.   By position.  

8      A.   -- makeup -- 

9      Q.   By position.  

10      A.   -- but the -- the CEO.  

11      Q.   And others in senior management?  

12      A.   And others in senior management, yeah.  

13      Q.   This went all the way to the top of the 

14 company?  

15      A.   Yes.  

16      Q.   So it was important to the authors' jobs 

17 and departments that the information in this would 

18 be completely accurate so that the senior management 

19 could make decisions based on it; right?  

20      A.   Yes.  

21      Q.   When Illumina offers a new product, does 

22 the decision whether or not to do so always go to 
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1 the board of Illumina?  

2      A.   No.  

3      Q.   When Illumina decides to begin developing 

4 a new product or service, does that decision always 

5 go to the board of Illumina?  

6      A.   No.  

7      Q.   Those are business decisions that can be 

8 made by management; right?  

9      A.   Yes.  

10      Q.   Could you turn to page 3 of Exhibit 304.  

11           I'd like to direct your attention to the 

12 third sentence of the paragraph in the middle of the 

13 page.  It says:  

14                "Without leveraging an 

15           acquisition strategy, comparable 

16           companies have typically shown of 

17           span of eight to ten years before 

18           establishing a successful business 

19           in molecular diagnostics."  

20           Did I read that right?  

21           (Document reviewed by the witness.)

22           THE WITNESS:  Yes.  



12/4/2014 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2014 202-232-0646

Page 158

1 BY MR. HANKINSON:

2      Q.   This refers to essentially the lead time 

3 of companies comparable to Illumina who wanted to 

4 establish a molecular diagnostics business, from the 

5 time that they wanted to be into it until the time 

6 that they had a successful business in it.  

7           Is that accurate?  

8      A.   Yes.  

9      Q.   And the implication is that by leveraging 

10 an acquisition strategy, maybe that could go faster; 

11 is that right?  

12      A.   Yes.  

13      Q.   And then if you go down to "Pipeline 

14 Overview," the first sentence is:  

15                "The diagnostic product 

16           development pipeline can be 

17           divided into three main sections:  

18           (1), cancer biomarker discovery; 

19           (2), molecular diagnostics panels; 

20           and (3), clinical sequencing 

21           service."

22           Is that accurate?  
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1      A.   Yes.  

2      Q.   Is this a forward-looking statement about 

3 development of future diagnostic products and 

4 services?  

5      A.   Yes.  

6      Q.   Could you turn to page 7.  

7           Looking under "Competitive Advantage" -- 

8 and this is the section related, "Molecular 

9 Oncology."  

10      A.   Okay.  

11      Q.   Do you agree with that?  

12           (Document reviewed by the witness.)

13           THE WITNESS:  Yes.  

14 BY MR. HANKINSON:

15      Q.   And was oncology your role at the time?  

16      A.   Yes.  I covered oncology as well as 

17 genetics applications at that time.  

18      Q.   Under the section "Competitive Advantage," 

19 the first sentence states:  

20                ""With a discovery program 

21           that is focused on comprehensive 

22           genetic analysis, including whole 
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1           transcriptome and methylome 

2           analysis" -- 

3           Those both end in "o-m-e."  

4                "-- Illumina has a potential 

5           to develop a highly specific 

6           diagnostic test that addresses  

7           the complexities inherent in 

8           cancer."  

9           Do you see that?  

10      A.   Yes.  

11      Q.   "Potential to develop" means that Illumina 

12 did not have a test at that time; right?  

13      A.   That's correct.  

14      Q.   And that test, if and when it was 

15 developed -- 

16           DEPOSITION OFFICER:  I couldn't hear the 

17 last few words you said.  

18 BY MR. HANKINSON:

19      Q.    -- would deal with human DNA; right?  

20      A.   Yes, that's correct.  

21      Q.   So when you called this a diagnostic 

22 test -- excuse me.  Let me ask a different question.  
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1           The last sentence in this paragraph reads:  

2                "Relative to earlier cancer 

3           diagnostics in the market, 

4           Illumina shall have a rapid path 

5           to commercialization through an 

6           initial offering as a service by 

7           the CLIA lab, which shall 

8           facilitate data generation for          

9           a likely PMA submission to the 

10           FDA."  

11           Do you see that?  

12      A.   Yes.  

13      Q.   So in July of 2009, the steps to develop a 

14 diagnostic test that addresses the complexities 

15 inherent in cancer would include first developing 

16 and then offering a service by Illumina's CLIA lab, 

17 which would then facilitate data generation; 

18 meaning, lead to increased data in that field that 

19 would then, after that, be used in a likely PMA 

20 submission to the FDA.  

21           Do I have that right, that those are sort 

22 of steps to the commercialization of such a 
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1 potential product?  

2      A.   That -- that was the plan for this 

3 discovery initiative.  

4      Q.   Can you turn to page 12.  

5           And perhaps utilizing the prior couple of 

6 pages, could you confirm that the key dependencies 

7 on page 12 relate to the potential development of 

8 products around a "herpes panel" or "viral 

9 infections in transplant panel"? 

10      A.   I'm sorry.  I was referring to the 

11 previous pages when you said that.  

12           Can you ask me the question again?  

13      Q.   Sure.  

14           Do the key dependencies on page 12 have to 

15 do with the potential development of what might be 

16 called a "herpes panel" or "viral infections in 

17 transplant panel"?  

18      A.   The --

19      Q.   You might refer to page 10.  

20      A.   Okay.

21           (Document reviewed by the witness.)

22           THE WITNESS:  The -- the forecast 
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1 projections that are defined on page 12 are 

2 dependent -- the key dependencies are in reference 

3 to the forecast projections on page 12.  

4 BY MR. HANKINSON:

5      Q.   And all of that relates to the herpes 

6 panel; correct?  

7      A.   If I can review this for a second, please.  

8           (Document reviewed by the witness.)

9 BY MR. HANKINSON:

10      Q.   I should say "the development of a 

11 potential herpes panel."

12      A.   I'm not -- I'm not clear by looking at 

13 this right now if that revenue is representative of 

14 herpes or hospital-acquired infections -- and/or.  

15           So I'm -- I'm not -- I'm not super sure.  

16      Q.   It looks to me like there are main 

17 headings like "Cancer Biomarker Discovery Program," 

18 "Pharmacogenomics - ADME Core & CYP2C19," and 

19 "Herpes Panel," each of which is followed by a 

20 "Market Summary," a "Competitive Advantage," a 

21 "Forecast," and "Key Dependencies" in this document.  

22      A.   Uh-huh.  
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1      Q.   And then on page 10, it starts a "Herpes 

2 Panel" or "Viral Infections in Transplant Panel" 

3 section.  

4      A.   Okay.  

5      Q.   It is then followed a by a "Market 

6 Summary," a "Competitive Advantage," a "Forecast," 

7 and "Key Dependencies."  

8           Does that help to answer whether these 

9 forecasts and key dependencies relate to a herpes 

10 panel?  

11      A.   Yes, those refer to the herpes panel.  

12      Q.   And the herpes panel at the time was a 

13 potential product development, not a current 

14 product; right?  

15      A.   This was a plan for future products.  

16      Q.   One of the key dependencies on page 12 is 

17 to:  

18                "Complete EraGen/Illumina 

19           agreement; enable development  

20           with EraCode modified bases."  

21           Do you see that?  

22      A.   Uh-huh.  
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1      Q.   Was that agreement completed?  

2      A.   Yes.  

3      Q.   Subsequent to the agreement being put in 

4 place, was EraGen purchased by Luminex?  

5      A.   Yes.  

6      Q.   And Luminex is a competitor of 

7 Illumina's?  

8      A.   Yes.  

9      Q.   Was there any impact of the purchase of 

10 EraGen by Luminex on the ability or intention of 

11 Illumina to develop this product?  

12      A.   I'm not aware of what happened in the 

13 relationship after the acquisition of Luminex.  

14      Q.   But the product hasn't been developed?  

15      A.   No, the product hasn't been developed.  

16      Q.   And, in fact, it says later on in this 

17 bullet, "...the Dx platform team believes that 

18 Illumina's infectious disease assays will need to be 

19 reconsidered..." if EraGen's rapid assay chemistry       

20 is not available to Illumina.  

21           Do I have that right?  

22      A.   It says that the "FastGoldenGate assay" 
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1 would not be competitive.  

2      Q.   So the potential development of the herpes 

3 panel might need to be reconsidered if EraGen's 

4 technology was not available?  

5      A.   That's what it says.  

6      Q.   Do you have any reason to disagree with it 

7 now?  

8      A.   No.  

9      Q.   It also says that a key dependency is:  

10                "R&D developers experienced 

11           in designing assays with viral 

12           targets."

13           Did I read that right?  

14      A.   Yes.  

15      Q.   So in forecasting potential revenue from a 

16 potentially developed herpes panel, one thing that 

17 that project and those revenues would depend on was 

18 hiring or acquiring R&D developers who were 

19 experienced in making assays with viral targets such 

20 as herpes?  

21      A.   That -- that's not exactly what it says.  

22           It says that a dependency is:  
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1                "R&D developers experienced 

2           in designing assays with viral 

3           targets."  

4           It doesn't talk about a hiring plan.  

5      Q.   Right.  

6           I'm trying to picture a scenario in which 

7 Illumina would have had R&D developers experienced 

8 in designing assays with viral targets already, and 

9 yet listed it on a key dependency list.  

10           So doesn't that mean that they weren't in 

11 place at that time?  

12      A.   It does not mean that they weren't in 

13 place at that time.  

14      Q.   But they weren't, were they?  

15      A.   We had a team working on the application 

16 of the GoldenGate assay for a infectious diarrhea 

17 panel for the University of Maryland relationship.  

18           There were R&D developers experienced in 

19 viral targets.  

20           The point of that bullet was to identify 

21 that we needed specific resources applied to this 

22 project, not just any R&D team.  
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1      Q.   And that was not in place at the time?  

2           MR. HORNE:  Lacks foundation.  

3 BY MR. HANKINSON:

4      Q.   What you just described was not in place 

5 already?  

6      A.   The -- the point of the document -- 

7           MR. HORNE:  Vague.  

8           THE WITNESS:  -- is to ask for a new 

9 project that we want to do, so we were saying we 

10 want -- we want these resources in order to do that 

11 project.  

12 BY MR. HANKINSON:

13      Q.   Could you turn to page 15.  

14           The heading at the top is "iScanDx for 

15 Cytogenetics"; right?  

16      A.   Yes.  

17      Q.   And does that begin a section related to a 

18 potential cytogenetics diagnostic product?  

19      A.   Yes.  

20      Q.   I'd like you to turn to the next page 

21 where the key dependencies for that cytogenetics 

22 potential diagnostic product are listed.  
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1           Do you see that?  

2      A.   Yes.  

3      Q.   In the fourth bullet, it says:  

4                "Document remediation to 

5           bring the iScan instrument under 

6           design control, or creation of a 

7           new scanner under design control."

8           Did I read that right?  

9      A.   Yes.  

10      Q.   So in July 2009, there was such a thing as 

11 an iScan instrument that already existed in the 

12 world; right?  

13      A.   Yes.  

14      Q.   And was that a product that was being sold 

15 at the time?  

16      A.   Yes.  

17      Q.   Was it a research-use-only product?  

18      A.   The instrument was labeled "For research 

19 use only."  

20      Q.   It's interesting, whenever I ask if it was 

21 research use only, you say "The instrument was 

22 labeled for research only -- the instrument was 



12/4/2014 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2014 202-232-0646

Page 170

1 labeled for research use only."  

2           Is there a distinction that you're trying 

3 to make or is that just a verbal tick?  

4      A.   This were customers that were using the 

5 instrument in a clinical laboratory setting.  Our -- 

6 our label said "Research use only."  

7           It does not mean that the instrument was 

8 only used for research use.  

9      Q.   And those customers are previously 

10 discussed CLIA high complexity certified 

11 laboratories using it in LDTs; right?  

12      A.   That's right.  

13      Q.   So the iScan instrument, as of July 2009, 

14 that was being sold was labeled "For research use 

15 only" --

16      A.   That's -- 

17      Q.   -- right?  

18      A.   -- correct.  

19      Q.   What was the cause of needing document 

20 remediation to bring it under design control?  

21      A.   To the -- this section is about asking to 

22 build an IVD system -- to -- to build a system that 
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1 could be submitted to the FDA.  

2           So there is documentation necessary about 

3 the development of the iScan to facilitate that 

4 submission.  

5      Q.   What type of submission would have been 

6 made had these plans been followed?  

7      A.   The section refers to a 510(k) 

8 submission.  

9      Q.   So to make a 510(k) submission for 

10 clearance of the iScan instrument, there would need 

11 to either be document remediation to bring it under 

12 design control, or it would need to be -- a new 

13 scanner would be needed to be designed under design 

14 control?  

15           Do I have that right?  

16      A.   Yes.  

17      Q.   So someone had designed the iScan 

18 instrument without it being under design control 

19 before July 2009; right?  

20           DEPOSITION OFFICER:  '-5 or '-9?  

21           MR. HANKINSON:  2009.  

22           DEPOSITION OFFICER:  Thank you.  
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1           THE WITNESS:  I'm not certain what level 

2 of documentation was done prior to 2009.  

3 BY MR. HANKINSON:

4      Q.   But in -- 

5      A.   The -- the assertion is that it was not 

6 sufficient for an FDA submission.  

7      Q.   What company had designed the iScan 

8 instrument prior to July 2009?  

9      A.   I -- I'm not -- I'm not aware if it wasn't 

10 Illumina.  

11      Q.   I'm not suggesting it wasn't.  

12      A.   Oh, okay.  

13      Q.   Do you believe --

14      A.   I assume --

15      Q.   -- it was Illumina?  

16      A.   I assume it was Illumina.  

17      Q.   That's the best of your knowledge?  

18      A.   It's the best of my knowledge.  It's 

19 possible that there was some sort of subcontractor, 

20 but I -- I assume it was Illumina.  

21      Q.   I see.  

22           So it was either Illumina or by Illumina's 
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1 instruction with a subcontractor?  

2      A.   You know, I -- I wasn't involved with the 

3 design of the iScan system.  I don't want to 

4 speculate how it was designed.  

5      Q.   Uh-huh.  You are the person who referred 

6 to Exhibit 304 in your declaration on behalf of 

7 Illumina in this matter; right?  

8      A.   In regards to development of future 

9 diagnostic applications in 2009?  

10      Q.   Yes.  

11      A.   Yes, I was involved in this.  

12           The original development of the iScan 

13 system was not something that I was involved with or 

14 aware of.  

15      Q.   So the information upon which Illumina is 

16 relying in this matter would be in this document or 

17 your declaration; right?  

18      A.   That's right.  

19           I'm sorry.  I don't understand what that 

20 meant.  I just agreed with you.  

21           I -- I don't -- I don't know whether or 

22 not it's important.  And Illumina is relying on my 
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1 knowledge of whether or not the instrument was -- 

2 when it was developed.  

3      Q.   Do you -- 

4      A.   I don't know.  

5      Q.   -- have any reason to believe that it 

6 wasn't Illumina?  

7      A.   I -- I -- I can imagine -- it's not 

8 uncommon that device manufacturers will have 

9 partnerships in their development.  It's -- it's 

10 possible that we partnered with someone to do that, 

11 and that's why I'm not -- 

12      Q.   Illumina is at least involved?  

13      A.   I -- yes, absolutely.  

14      Q.   Can you turn to page 18.  

15           The heading in the middle of the page is 

16 "Respiratory Viral Panel."  

17      A.   Yes.  

18      Q.   The second sentence says:  

19                "To compete against the 

20           Luminex RVP panel, and leverage 

21           its 510(k) clearance, Illumina's 

22           panel shall be comprised of a 
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1           14-plex (plus two internal 

2           controls) assay targeting the 

3           viruses and bacteria listed 

4           below."  

5           Right?  

6      A.   Yes.  

7      Q.   When it references leveraging its 510 

8 clearance, is the "it" referring to Luminex's RVP 

9 panel?  

10      A.   That's unclear.  

11      Q.   Well, Illumina didn't have an RVP panel at 

12 the time; right?  This was forward-looking to 

13 developing one, potentially?  

14      A.   That's correct.  

15      Q.   And so Illumina certainly didn't have a 

16 510(k) clearance for such a panel; right?  

17      A.   No, they did not.  

18      Q.   And so then Luminex is the only other 

19 company mentioned in this paragraph; is that 

20 correct?  

21      A.   Yes, that's correct.  

22      Q.   So do you think we can conclude, then, 
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1 that its 510 clearance refers to Luminex's 510 

2 clearance for its RVP panel?  

3      A.   It just doesn't -- it doesn't make sense.  

4           I -- I don't think that's what is meant 

5 there.  

6           I think -- I think it's trying to say that 

7 the competitive advantage of a 510(k) instrument -- 

8 or device for respiratory viruses would be a 14-plex 

9 assay, as compared to a Luminex assay which, I 

10 assume, had fewer targets.  

11           I think that's what that sentence is 

12 trying to say.  

13      Q.   And this is another example where Illumina 

14 would be developing a product to enter into a market 

15 where Luminex was already marketing a product; 

16 correct?  

17      A.   Yes.  

18      Q.   And after 2009, Illumina used the Illumina 

19 Dx brand for its diagnostic products and services; 

20 right?  

21      A.   The exact date is fuzzy to me, but yes, we 

22 had an Illumina Dx brand that we used.  
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1      Q.   Had this RVP panel been brought to 

2 fruition, it would have been branded under Illumina 

3 Dx; right?  

4           MR. HORNE:  Speculation, lacks 

5 foundation.  

6           THE WITNESS:  I -- I don't know.  

7 BY MR. HANKINSON:

8      Q.   So counsel's objected that my question 

9 about how this product -- whether this product would 

10 have been branded under the Illumina Dx brand -- 

11      A.   Uh-huh. 

12      Q.   -- had it come into fruition lacks 

13 foundation -- 

14      A.   Okay.  

15      Q.   -- and it's speculative.  

16      A.   Okay.  

17      Q.   So would it be speculation, as of July 

18 2009, to say how Illumina would have branded an       

19 RVP panel if it had come out, or was there a plan?  

20      A.   In 2009 the plan would have been to label 

21 it "Illumina Dx."  

22           Our branding strategy changed over time, 
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1 so it's speculation.  It takes time to get a product 

2 FDA cleared.  

3      Q.   It's speculation what would have happened 

4 in the future.  But at the time, it's not 

5 speculation to say what the plan was?  

6      A.   There wasn't -- there wasn't a specific 

7 branding plan with any of these products.  Our 

8 umbrella brand at that time was Illumina Dx.  

9      Q.   But you said you didn't know when Illumina 

10 Dx began to be the brand.  

11      A.   Yeah, that's true.  

12           If -- there wasn't a specific branding 

13 strategy involved in this document.  

14      Q.   As of July 2009 -- 

15      A.   Um -- 

16      Q.   -- which is the date of this document?  

17      A.   In -- in this document we did not talk 

18 about what the brand would be for the respiratory 

19 viral panel.  

20      Q.   Okay.  But I've been asking you what the 

21 plan was at the time.  

22      A.   I don't know.  
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1      Q.   You were working in part as a member of a 

2 team to develop products for the molecular 

3 diagnostic market in oncology; right?  

4      A.   Yes.  

5           I'm sorry.  

6      Q.   No worries.

7      A.   Yes.  I nodded.  

8      Q.   Would you in that role have been aware of 

9 the branding plans as they existed at that time?  

10      A.   Product marketing and brand were separate 

11 organizations -- separate teams, so I don't know 

12 what their opinion was at that time of our brand 

13 planned for these products.  

14      Q.   Is Karen Possemato a member of the product 

15 branding team?  

16      A.   Are you asking me if she is today?  

17      Q.   At any point in time.  

18      A.   Karen Possemato led our corporate 

19 marketing organization, which included brand.  

20      Q.   And you were in a different silo, which 

21 was product marketing?  

22      A.   I don't agree that it was a silo.  I was 
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1 in a separate team that was product marketing.  

2      Q.   Sorry.  I guess that's a midwestern term.  

3           You're in a dynamic team with many touch 

4 points like neurons.  

5      A.   I was in a cross-functional team that 

6 interfaced with brand.  

7      Q.   That's wonderful.  

8      A.   That was product marketing.  

9      Q.   So it circled back.  

10           You don't know what, if any, plan existed 

11 as of July 2009 for the branding of any of the 

12 products that are contemplated as future-developed 

13 products in Exhibit 304?  

14      A.   We --

15      Q.   I thought you just told me you don't?  

16      A.   This -- this prod- -- I'm -- I'm trying to 

17 explain -- okay.  No.  

18           The answer to your question is "No."  

19      Q.   If you look at page 20, at the bottom 

20 there's another reference to Luminex, this time in 

21 the context of "respiratory viral"; is that right?  

22      A.   Yes. 
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1      Q.   And the Luminex product there was xTAG; is 

2 that right?  

3      A.   Yes.  

4      Q.   So had Illumina's RVP panel been 

5 developed, it would have been in competition with 

6 Luminex xTAG?  

7      A.   Yes.  

8      Q.   Could you turn to page 21.  

9           Here we see the key dependencies for the 

10 respiratory viral panel; right?  

11      A.   Yes.  

12      Q.   And then in the fourth bullet of those key 

13 dependencies, it says:  

14                "Performance meets or exceeds 

15           performance demonstrated by 

16           Luminex RVP as predicate device 

17           for FDA submission."  

18           Did I read that correctly?  

19      A.   Yes.  

20      Q.   So I think this might shed light on the 

21 sentence we were discussing on page 18 that you said 

22 didn't make sense.  And let's examine that.  
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1           So the second sentence under "Respiratory 

2 Viral Panel" on page 18 says:  

3                "To compete against the 

4           Luminex RVP panel and leverage  

5           its 510(k) clearance, Illumina's 

6           panel shall be comprised of a 

7           14-plex (plus two internal 

8           controls) assay targeting the 

9           viruses and bacteria listed 

10           below."  

11           Right?  

12      A.   Yes.

13      Q.   So when we see in the key dependencies on 

14 page 21 that Illumina, at the time, was considering 

15 relying on the Luminex RVP as a predicate device for 

16 its FDA submission, then that makes sense, right, 

17 that it would be leveraging the prior FDA 510(k) 

18 clearance of the Luminex RVP panel; right?  

19      A.   It's assuming we would be allowed to use 

20 that as a method of comparison to our own device.  

21      Q.   This plan is assuming that?  

22      A.   This plan is assuming that if we were to 
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1 develop our own test, that we could use the Luminex 

2 RVP panel as a method of comparison.  

3      Q.   And to use a device as a predicate device 

4 in a 510(k) clearance, it would have to be in the 

5 same field doing the same function and at least as 

6 safe and effective or more; right?  

7      A.   No.  

8      Q.   Well, what are the requirements for 

9 listing a predicate device in an FDA submission?  

10      A.   It's the specific sensitivity and 

11 specificity claims.  It -- it's saying that we would 

12 compare ourselves to those -- those claims.  

13      Q.   For doing the same thing?  

14      A.   For doing the same thing.  

15      Q.   And that expedites FDA clearance if you 

16 can show that; right?  

17      A.   It doesn't necessarily expedite FDA 

18 clearance.  

19      Q.   Is the reason for listing a predicate 

20 device to try to expedite FDA clearance?  

21      A.   It's -- no.  

22      Q.   What is the reason to even try, then?  
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1      A.   As part of a 510(k), the performance of 

2 the test has to be compared to something, and 

3 usually that's assaying or sequencing.  

4           And in this case, they were assuming they 

5 would be able to compare themselves to the Luminex 

6 system instead of assaying or sequencing.  

7      Q.   So had an RVP panel been developed, it 

8 would have done the same thing as Luminex RVP, and 

9 the plan was that Illumina could show in a 510(k) 

10 application that its sensitivity and -- what was the 

11 other word?  

12      A.   Specificity.  

13      Q.   -- specificity were as good or better than 

14 Luminex's RVP?  

15      A.   Yes.  

16      Q.   I'd like you to turn to page 22 where the 

17 heading is "BeadXpress II."  

18           Under the heading "Market Summary" in the 

19 last sentence, it states:  

20                "The clinical market is not 

21           funded for capital equipment 

22           purchases, so the instrument 
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1           systems are a function of reagent 

2           rental contracts, rolled into the 

3           overall price per test (or placed 

4           at no charge in some instances)."  

5           Is that correct?  

6      A.   Yes.  

7      Q.   The clinical market is the market in which 

8 Illumina's contemplated potential diagnostic 

9 products would be sold; right?  

10           MR. HORNE:  Vague.  

11           THE WITNESS:  Can you restate the 

12 question?  

13 BY MR. HANKINSON:

14      Q.   Yes.  

15           The clinical market, as used in the 

16 sentence that is the last sentence under "Market 

17 Summary" on page 22 of Exhibit 304, is the market 

18 into which Illumina's contemplated potential 

19 molecular diagnostics products would be sold?  

20           MR. HORNE:  One more objection.  

21           Vague, lacks foundation.  

22 BY MR. HANKINSON:
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1      Q.   Is that correct?  

2      A.   The -- the tests that were described in 

3 this plan were intended to be sold in the clinical 

4 market.  

5      Q.   No such test existed in July 2009; 

6 correct?  

7      A.   It's possible that some of the items 

8 described in this plan were available as -- were 

9 available or under development.  

10           It's not necessarily true that none of 

11 them existed.  

12      Q.   None were being sold at the time; 

13 correct?  

14      A.   I'm not -- I'm not sure.  

15      Q.   You don't know one way or the other?  

16      A.   I don't know -- I don't know one way or 

17 the other.  

18      Q.   Before July 2009, had Illumina ever given 

19 a platform to a clinic or a lab for free?  

20      A.   I don't know of specifics around 

21 instrument giveaways.  

22      Q.   You just don't know one way or the --



12/4/2014 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2014 202-232-0646

Page 187

1      A.   I just --

2      Q.   -- other?  

3      A.   -- don't know.  

4      Q.   Could you turn to page 23.  

5      A.   Sure.  

6      Q.   The heading that starts a little bit down 

7 on the page is "Diagnostic Targeted Sequencing 

8 (Prometheus II)"; right?  

9      A.   Yes.  

10      Q.   Does this relate to sequencing 

11 technology?  

12      A.   Yes.  

13      Q.   Could you look at "Forecast Projections" 

14 on page 24.  

15           Are you with me?  

16      A.   Oh.  I see, yes.  

17      Q.   There it states:  

18                "Based on the development 

19           times for a major system developed 

20           under regulatory design control, 

21           we do not anticipate 

22           commercialization until 2013; 
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1           however, development will need        

2           to be initiated and resourced       

3           by Q2 2011."  

4           Right?  

5      A.   Yes.  

6      Q.   In July of 2009, Illumina R&D was selling 

7 a Prometheus product; is that correct -- pardon.  

8                Illumina was selling a 

9 research-use-only-labeled Avantome sequencing system 

10 that was also known as "Prometheus"; is that 

11 right?  

12      A.   No.  

13      Q.   It wasn't selling it?  

14      A.   No.  

15      Q.   Was it a product in development?  

16      A.   I'm not sure.  

17      Q.   Do you know anything about it?  

18      A.   A little.  

19      Q.   What do you know?  

20      A.   You know, I'm not -- I'm not sure about 

21 the specifics about Avantome.  

22           I -- I'm concerned that I'm confused about 
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1 a different technology.  But I think it involved a 

2 relationship with another organization.  I'm not -- 

3 I'm not really sure.  

4      Q.   Thank you for clarifying.  I appreciate 

5 it.  

6           Under "Forecast Projections," the 

7 reference to "development times for a major system 

8 developed under regulatory design control," was that 

9 the same design control that we were discussing 

10 earlier for FDA submissions?  

11      A.   Yes.  

12      Q.   And the idea here is that to develop the 

13 Prometheus II diagnostic target sequencing, from the 

14 beginning it would be intended to be developed under 

15 regulatory design control so that when it was 

16 designed and developed, that design control could be 

17 used in support of an FDA submission; is that 

18 right?  

19      A.   Yes.  

20      Q.   So for this one, where the design of the 

21 product Prometheus II was being contemplated from 

22 scratch, essentially, the plan was, under "Key 
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1 Dependencies," that the project be "resourced and 

2 scoped to require regulatory design control" right 

3 from the beginning; right?  

4      A.   You said a lot of stuff in that sentence.  

5           Can you maybe start over so I can make 

6 sure I'm understanding what I'm agreeing to?  

7      Q.   Sure.  

8           For this one -- are you comfortable 

9 reading stuff back?  

10           DEPOSITION OFFICER:  Sure.  I'll do my 

11 best.

12            MR. HANKINSON:  Let's try that.

13           (THE RECORD WAS READ AS FOLLOWS:

14           Q.   So for this one, where the          

15           design of the product Prometheus             

16           II was being contemplated from                  

17           scratch, essentially, the plan                  

18           was, under "Key Dependencies,"               

19           that the project be "resourced                     

20           and scoped to require regulatory              

21           design control" right from the             

22           beginning; right?)  
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1           THE WITNESS:  I -- I -- okay.  Hold on.  

2           (Document reviewed by the witness.) 

3           THE WITNESS:  Does -- did the question say 

4 "Prometheus" or "Prometheus II"?  

5           DEPOSITION OFFICER:  "Prometheus II."

6           THE WITNESS:  Yes.  The answer is "Yes."  

7 BY MR. HANKINSON:

8      Q.   If you turn to page 26, there's a list of 

9 CLIA labs certified to perform transplant testing; 

10 correct?  

11      A.   Yes.  

12      Q.   If you look at the fourth one up from the 

13 bottom, it's "Beth Israel Deaconess Medical Center."  

14           Do you see that?  

15      A.   Yes.  

16      Q.   Do you know if that's in Boston?  

17      A.   I don't know.  

18      Q.   Could you turn to page 29 of           

19 Exhibit 304.  

20           Near the top of page 29, there's a major 

21 heading that says "Development Costs."  

22           Do you see that?  
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1      A.   Yes.  

2      Q.   This is a heading that is general; right?  

3 It's not specific to one of the particular potential 

4 diagnostic products that we've been discussing under 

5 the other headings?  

6      A.   Yes.  

7      Q.   And so this is the development cost 

8 section that applies to the entirety of the       

9 July 20th, 2009, Diagnostics Portfolio Management 

10 Plan; right?  

11      A.   Yes.  

12      Q.   The full text under Development Costs is 

13 in brackets, centered on the page, and it says:  

14           "Still in process.  Mike to provide     

15           soon." 

16           Do I have that right?  

17      A.   Yes.  

18      Q.   Who is "Mike"?  

19      A.   I'm not sure.  

20      Q.   The next major section is titled "Internal 

21 Dependencies"; right?  

22      A.   Can I -- can I go back to your last 
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1 question you asked about Mike?  

2      Q.   No.  

3      A.   Okay. 

4      Q.   Yes, you may.  

5      A.   I was confused because there was more than 

6 one Mike, but the author was Mike Poirier, finance 

7 team member.  That's who it was coming from.  

8      Q.   So the Mike mentioned on page 29 is an 

9 author of the Diagnostic Portfolio Management Plan, 

10 that is Exhibit 304, but at the time that it was 

11 created, did not provide the development costs to 

12 fill into this section?  

13      A.   That's right.  

14      Q.   So the next major heading is "Internal 

15 Dependencies"; right?  

16      A.   Yes.  

17      Q.   And there's a chart that lists "Short-term 

18 Needs," "Mid-term Needs," and "Long-term Needs," in 

19 three different columns; right?  

20      A.   Yes.  

21      Q.   And on that page and the pages that 

22 follow, there are rows listing the short-term, 
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1 mid-term, and long-term needs for:  Instrumentation, 

2 Automation, Assay/Technology, Manufacturing, 

3 Software/Analysis, Regulatory -- excuse me -- 

4 Regulatory/Quality/Legal, Field Service & Support, 

5 Sales Channel, Marketing, Other, and CLIA Services.  

6           Right?  

7      A.   Yes.  

8      Q.   On page 30 in the row that pertains to the 

9 short-term, mid-term and long-term needs for 

10 Assay/Technology, in the column listing short-term 

11 needs, the third bullet point reads:  

12                "Less expensive, less  

13           complex workflow."  

14           Do you see that?  

15      A.   Yes.  

16      Q.   What is meant by "less expensive, less 

17 complex workflow" here?  

18      A.   I'm not sure exactly which application 

19 that's referring to.  

20      Q.   It might refer to one or more of the 

21 potential diagnostic products referenced throughout 

22 the plan, and you're not sure which one or more?  
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1      A.   Yes.  

2      Q.   In the row pertaining to "Manufacturing," 

3 in the column pertaining to mid-term needs, in the 

4 last bullet, it reads:  

5                "QSR compliant manufacturing 

6           for iScan and select BeadArray  

7           and Avantome products for Dx."  

8           Do you see that?  

9      A.   Yes.  

10      Q.   What is "QSR compliant"?  

11      A.   It's in reference to a manufacturing 

12 process.  "Quality System Regulations" is what it 

13 stands for.  

14      Q.   What is the source of the Quality System 

15 Regulations?  

16      A.   It's FDA.  

17      Q.   Does this relate to the design control 

18 references in the dependencies that we spoke about 

19 earlier within this document, Exhibit 304?  

20      A.   Yes, that is part of the Quality System 

21 Regulations.  

22      Q.   So a mid-term need for Illumina to  
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1 realize the diagnostics plan that's set forth in 

2 Exhibit 304 is to have QSR compliant manufacturing, 

3 otherwise known as, you know, "bringing the product 

4 development under design control" -- as it's 

5 referenced elsewhere in the document -- for iScan 

6 and select BeadArray and Avantome products?  

7           Am I summarizing that correctly?  

8      A.   The design control part and the 

9 manufacturing part are distinct; they both fall -- 

10 fall under QSR.  

11      Q.   Oh, interesting.  

12      A.   And they're both required.  

13      Q.   So in an FDA submission to get clearance 

14 or approval for a diagnostic product, there's two 

15 parts of QSR that would need to be addressed as to 

16 the product that's being submitted, one being design 

17 control and one being the manufacturing process?  

18      A.   Both -- yes, both of those are 

19 requirements for a submission.  

20           And design control covers manufacturing as 

21 well as the upstream development of a product.  

22           QSR and design control aren't synonyms, is 
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1 what -- 

2      Q.   It's a rhombus -- 

3      A.   -- trying to correct you on.  

4      Q.   It's a rhombus and a square.  

5           So design control includes both 

6 manufacturing and the development of the product, 

7 whereas QSR compliant manufacturing would just be 

8 what you referred to as upstream?  

9      A.   Another term that's been used is "GMP," or 

10 Good Manufacturing Processes.  

11      Q.   And why do you bring that up?  

12      A.   Because the name has changed over time.  

13           There's a manufacturing component and 

14 there's the development component, and both of those 

15 fall under QSR.  

16      Q.   So --

17      A.   The terminology is a bit confusing.  

18      Q.   In July of 2009, to market an FDA cleared 

19 or approved product that was iScan, BeadArray, or 

20 certain -- certain BeadArray and Avantome products, 

21 there was a need to change the manufacturing that 

22 Illumina was doing to make it QSR compliant for the 
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1 FDA submission.  

2           Is that accurate?  

3      A.   No.  

4      Q.   Okay.  Please explain.  

5      A.   Well, we talked about the development of 

6 an Avantome product from scratch, so there wasn't a 

7 need to change manufacturing; it needed to be 

8 developed following QSR.  

9      Q.   Oh.  Interesting.  

10           Okay.  So that's Avantome.  

11      A.   The --

12      Q.   Whereas iScan -- you were taking issue 

13 because I said "change"?  

14      A.   Yeah.  

15      Q.   And iScan would be a change, whereas 

16 Avantome would be starting from scratch?  

17      A.   Right.  

18           Yes, Quality System Regulation compliant 

19 manufacturing would be need to be developed for 

20 iScan and BeadArray as well, or the -- or the 

21 process modified.  

22           I -- I don't know exactly how they would 



12/4/2014 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2014 202-232-0646

Page 199

1 go around making that change.  

2      Q.   On page 31 in the row related to 

3 "Regulatory/Quality/Legal," and the column related 

4 to short-term needs, the second bullet is:  

5                "In-house regulatory expert."  

6           Do you see that? 

7      A.   Uh-huh.  

8      Q.   As of July 2009, did Illumina have an 

9 in-house regulatory expert, or was one needed, as 

10 stated here?  

11      A.   I don't know when our internal regulatory 

12 organization started.  I -- I don't -- I'm not 

13 sure.  

14      Q.   And it does not refresh your recollection 

15 that this is referred to as a "short-term need"?  

16      A.   No.  

17      Q.   You just don't know one way or the 

18 other?  

19      A.   I -- I don't know when our internal 

20 regulatory organization was established.  

21      Q.   Did it happen after you began working at 

22 Illumina in 2007?  
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1      A.   Yes.  

2      Q.   Do you know if it happened in your first 

3 year with the company in 2007?  

4      A.   I -- I don't remember.  I don't remember 

5 who had that responsibility.  

6      Q.   If Illumina had in-house as of July 20th, 

7 2009, an in-house regulatory expert, would you 

8 expect that that person, or someone from their 

9 department, would be a team member in authoring the 

10 "Diagnostics Portfolio Management Plan"?  

11      A.   Not necessarily.  This is more about 

12 business opportunity.  

13      Q.   There is a member of marketing, a member 

14 of finance, a sustaining team member, a production 

15 team member.  

16           "Production" would be manufacturing; is 

17 that right?  

18      A.   Uh-huh.  

19      Q.   A development team member.  Would that be 

20 like research and development?  

21      A.   It just -- it just says "development."  

22      Q.   Yes.  And I'm asking you whether that 
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1 refers to research and development or some other 

2 sort of development.  

3      A.   It's product development.  

4      Q.   Product development.  

5           And then also Dx development team member; 

6 right?  

7      A.   Our executive advisor, Greg Heath, came to 

8 the company with substantial amount of IVD 

9 experience and provided the guidance as to which 

10 directions we should be going in the diagnostics 

11 market.  

12      Q.   When did he begin his employment at 

13 Illumina?  

14      A.   It was after I joined the company; I don't 

15 remember exactly what year.  

16      Q.   And since Greg Heath, the executive 

17 advisor, was providing input into which direction 

18 Illumina should go with respect to diagnostics and 

19 regulatory matters at the time, according to what 

20 you just said, and he is an author on this plan, do 

21 you think he would put "in-house regulatory expert" 

22 as a short-term need if that had already been 
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1 fulfilled?  

2      A.   I -- I -- I don't know exactly what they 

3 were asking for there.  

4      Q.   It says "in-house regulatory expert."  

5      A.   I -- I know that.  

6           But I'm not sure if they're asking for 

7 more resources for particular projects, or if there 

8 was someone already in the company.  

9           There -- there are people that this -- 

10 with this responsibility, and I don't remember when 

11 they started and if it was before this was written.  

12           That's why I'm not answering you directly, 

13 because I don't remember.  

14      Q.   So you agree that you're not answering me 

15 directly?  Objection.  

16           And I'm just going to keep on this a 

17 little bit -- 

18      A.   Okay.  

19      Q.   -- and we'll see if we get anywhere.  

20           So I'm viewing authors.  

21      A.   Uh-huh. 

22      Q.   And you -- when I asked whether you would 
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1 expect a regulatory team member to be an author, if 

2 one existed, you said -- you didn't say "Yes" or 

3 "No," if I'm remembering correctly -- you said, this 

4 is a like -- you said "finance" or like "business 

5 plan."  

6           And then I'm seeing people who are like 

7 manufacturing, so it's certainly not just finance 

8 and strategy people; it's people giving input about, 

9 you know, what it's going to take.  

10           This is why I'm asking the question.  I'm 

11 trying to explain it to you --

12      A.   Uh-huh.  

13      Q.   -- so that we're communicating.  

14           And so does that -- and so let me ask:  

15 Given that this variety of people were involved in 

16 authoring this plan, now being cognizant of that, 

17 would you expect that if there was an in-house 

18 regulatory expert or a team, that a member of that 

19 team would be an author on this plan?  

20      A.   You said that manufacturing was on the 

21 team, and -- 

22      Q.   It says "production," and I'd asked you if 
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1 that meant manufacturing.  I thought you had said 

2 "Yes."  

3      A.   Okay.  Okay.  I don't disagree with that.  

4           Can you ask me your question again?     

5           You're asking me if -- if there was 

6 someone on regulatory on the team?  

7      Q.   If a person was in place in-house who was 

8 a regulatory expert, or a team of such people, would 

9 you expect a member of that team to have been an 

10 author on this?  

11      A.   Not necessarily.  

12      Q.   If you look at page 32, it carries over 

13 from the prior page the row dedicated to 

14 "Regulatory/Quality/Legal" needs.  

15           In the second-to-last bullet -- 

16      A.   Uh-huh.  

17      Q.   -- it states:  

18                "Chief medical officer (for 

19           Safety Board and Reimbursement 

20           Program)."  

21      A.   Yes.  

22      Q.   What is the "Safety Board and 
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1 Reimbursement Program"?  

2      A.   I do not know what is meant by "Safety 

3 Board."  

4           "Reimbursement" is in regards to how 

5 clinical laboratories get paid for diagnostic 

6 tests.  

7      Q.   Did Illumina have, in July 2009, a chief 

8 medical officer?  

9      A.   I am not aware of when our chief medical 

10 officer started.  

11      Q.   Do you think that it's conceivable that 

12 this bullet point saying chief medical officer --

13      A.   Yeah.  

14      Q.   -- is a short-term need --

15      A.   Yeah.  

16      Q.   -- that that would refer to just retaining 

17 the current chief medical officer?  

18      A.   The -- at the time this was written, the 

19 team was emerging, and exactly the series of events, 

20 I'm not clear on.  

21           Around this time frame we got a chief 

22 medical officer.  I don't know exactly when.  He may 
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1 or may not have been here when -- at the time this 

2 was finally published.  

3      Q.   At or near July 2009, Illumina hired a 

4 chief medical officer?  

5      A.   We recognized the need and brought someone 

6 into the organization.  I don't know exactly when he 

7 started. 

8      Q.   What was wrong with "hired"?  

9           You -- are you saying that you -- 

10      A.   It's just -- 

11      Q.   -- recognized -- 

12      A.   -- a process.  

13      Q.   -- the need in July 2009 and brought them 

14 in later?  

15      A.   It's -- it's -- the creation of these 

16 documents is a process.  

17      Q.   Is this the final one?  

18      A.   I believe so.  

19      Q.   And it's dated July 20th, 2009; right?  

20      A.   It is dated July 20, 2009.  

21      Q.   So at that time, at least the need for a 

22 chief medical officer had been identified?  
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1      A.   Yes.  

2      Q.   And that need was related to moving into 

3 marketing of reimbursed diagnostic products; 

4 right?  

5      A.   Yes.  

6      Q.   And then sometime at that time or after, a 

7 chief medical officer was brought into the 

8 organization?  

9      A.   Yes.  

10      Q.   If you look at the next bullet, there's 

11 "Intensive Regulatory Training for Key Area 

12 Managers."  

13           Do you see that?  

14      A.   Yes.  

15      Q.   And that is a short-term need related to 

16 the plan that is Exhibit 304; right?  

17      A.   Yes.  

18      Q.   At that time, had Illumina already given 

19 intensive regulatory training to the key area 

20 managers?  

21      A.   There were a few people at the company 

22 with that experience.  
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1      Q.   Had Illumina given -- 

2           DEPOSITION OFFICER:  "Given..."? -- 

3 BY MR. HANKINSON:

4      Q.   -- given them that experience or trained 

5 them?  

6      A.   I don't know.  

7      Q.   In any event, their experience is not 

8 what's being referred to by "intensive regulatory 

9 training for key area managers"; correct?  

10      A.   Correct.  

11      Q.   That was something separate that was 

12 needed in the short-term; right?  

13      A.   Yes.  

14      Q.   If you look in the next row, "Field 

15 Service & Support," a mid-term need, in the middle 

16 column at the second bullet was:  

17                "Designated Dx field support 

18           team for clinical customers (FAS, 

19           FSE, and Tech support)." 

20           Right?  

21      A.   Yes.  

22      Q.   What is "FAS"?  
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1      A.   It's either "Field Application Specialist" 

2 or "Scientist."  I'm not -- I'm not sure on the "S". 

3      Q.   In any event, it's someone who is 

4 scientifically trained?  

5      A.   It's a person that offers on-site support 

6 and consulting to a customer.  

7      Q.   Are they scientifically trained?  

8      A.   Yes.  

9      Q.   And what is "FSE"?  

10      A.   A "Field Service Engineer."  

11      Q.   And what is that?  

12      A.   It's an individual that services 

13 equipment.  

14      Q.   In July of 2009, did Illumina have an 

15 existing field support team?  

16      A.   Yes.  

17      Q.   The need identified in the second bullet 

18 that we were discussing is to designate a field 

19 support team specifically for clinical customers; is 

20 that right?  

21      A.   Yes.  

22      Q.   If we look in the next row, "Sales 
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1 Channel," the top bullet of the mid-term need is:  

2                "Separate diagnostic sales 

3           team focused on sales of 

4           Illumina's diagnostic portfolio 

5           exclusively."  

6           Is that right?  

7      A.   Yes.  

8      Q.   In July 2009, did Illumina have a sales 

9 team already?  

10      A.   Yes.  

11      Q.   And the mid-term need that was being 

12 listed in this plan was to specifically devote a 

13 sales team to the diagnostic field; right?  

14      A.   Yes.  

15           I -- I would say maybe not "specifically 

16 devote," but segregate.  There were individuals that 

17 were accountable for that market.  

18      Q.   And by "individuals that were accountable 

19 for that market," are you referring to individuals 

20 that sold products labeled "research use only" into 

21 CLIA high complexity certified labs?  

22      A.   That, as well as our FDA registered 
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1 Universal Capture and Carboxyl Beads.  

2      Q.   Which were under a -- did you call it a 

3 Level I?  

4      A.   Class I exemption.  

5      Q.   "Class I exemption," meaning they were 

6 exempt from the FDA -- what are they exempt from?  

7      A.   It's a -- it's a level of safety and risk.  

8           The -- the exact meaning of that is 

9 something you'd have to get some regulatory expert 

10 to comment on.  

11      Q.   And they're a -- 

12      A.   I don't want to speculate.  

13      Q.   And they're a component, not a test?  

14      A.   They're a component. 

15      Q.   In the row related to "Marketing" lower 

16 down on page 32 of Exhibit 304, the first bullet is:  

17                "Development of Illumina 

18           diagnostic branding and identity."  

19           Is that correct?  

20      A.   Yes.  

21      Q.   So before, we were kind of trying to 

22 figure out whether there was a plan in place at the 
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1 time that this document was finalized with respect 

2 to branding of the products that were contemplated 

3 to be developed in this plan.  

4           Do you remember discussing that?  

5      A.   Yes.  

6      Q.   A short-term need identified in the plan 

7 was to develop an Illumina diagnostic branding and 

8 identity; is that correct?  

9      A.   That's what it says, yes.  

10      Q.   Do you have any reason to think that that 

11 is inaccurate?  

12      A.   No.  

13      Q.   On the third bullet of the "Marketing" 

14 row, it says:  

15                "Focus sessions on laboratory 

16           developed test applications."  

17           Do you see that?  

18      A.   Yes.  

19      Q.   And that's identified as a short-term need 

20 for marketing in the plan?  

21      A.   Yes.  

22      Q.   Some of the products that are in this 
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1 plan, if they had been developed, would be used 

2 outside of laboratory developed test applications; 

3 right?  

4      A.   Products where we said we would achieve 

5 IVD clearance or approval would not be considered 

6 lab-developed tests.  

7      Q.   And in the short-term, was it contemplated 

8 in July 2009 that the focus of marketing would be on 

9 the LDT applications, since that's what could happen 

10 then?  

11      A.   This doesn't say "focus of marketing"; it 

12 says "focus sessions."  

13      Q.   In the "Marketing" row?  

14      A.   In the "Marketing" row?  I'm not sure what 

15 that means by "sessions."  

16           It -- it appears like a marketing tactic.  

17 It does not say "focus marketing," though.  

18      Q.   Could you refer to the bottom of page 33 

19 of Exhibit 304 -- 

20      A.   Uh-huh.   

21      Q.   -- with the heading "Risks."  

22      A.   Yes.  
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1      Q.   The fourth bullet is:  

2                "Failure to discover 

3           clinically relevant biomarkers."  

4           Do you see that?  

5      A.   Yes.  

6      Q.   Illumina had planned to undertake research 

7 and development to partnerships to develop 

8 biomarkers in genetics for diagnostic purposes.  

9           Is that accurate?  

10      A.   Can you restate that?  

11      Q.   I don't know.  

12           You didn't have any biomarkers yet in  

13 July 2009.  You planned to get some?  

14      A.   The cancer discovery section was about 

15 looking for biomarkers relevant to oncology.  

16           And this bullet is about whether or not we 

17 would find them in that discovery effort.  

18      Q.   Because you can devote resources to that 

19 research and development and plan for a pipeline to 

20 come, but there's a risk that you just don't 

21 discover those biomarkers; right?  

22      A.   With that particular endeavor, there was a 
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1 risk that we might not find something.  

2      Q.   The sixth bullet says:  

3                "Delays in QSR compliance."  

4           Right?  

5      A.   Yes.  

6      Q.   That refers to the risk that either 

7 changing the design or manufacturing of existing 

8 products to be QSR compliant, or designing products 

9 and manufacturing them in a QSR compliant manner 

10 from scratch would take longer than anticipated.  

11           Is that what that risk is about?  

12      A.   The -- the risk is about delays in 

13 establishing QSR in the manufacturing pipeline for 

14 the products listed in the document.  

15      Q.   Is there a reason that you wanted to 

16 restate that instead of saying "Yes" or "No"?  

17      A.   You said "from scratch."  I don't know.  

18 I -- I didn't -- the way that you asked the question 

19 when you said "developing it from scratch."  

20           The -- the risk was about changing the 

21 manufacturing process and how long it would take.  

22      Q.   I see.  
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1           Thank you.  

2           And so the risk to the program and 

3 achieving revenue forecast that's identified on 33, 

4 that says "delays in QSR compliance," refers to the 

5 time that it may take to make changes to existing 

6 manufacturing techniques to bring them into QSR 

7 compliance?  

8      A.   Yes.  

9      Q.   The next bullet point down says that:  

10                "A risk to the program and 

11           achieving the revenue forecast is 

12           skepticism by customer on ability 

13           for Illumina CLIA lab to support 

14           true clinical testing."  

15           Do you see that? 

16      A.   Yes.  

17      Q.   Why would a customer have been skeptical 

18 in July of 2009 and going forward about Illumina's 

19 CLIA labs ability to support true clinical 

20 testing?  

21           MR. HORNE:  Lacks foundation.  

22           THE WITNESS:  In 2009 our CLIA service was 
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1 to do whole genome sequencing, and the clinical 

2 utility of whole genome sequencing was in the 

3 process of being established.  

4           So by establishing that clinical utility, 

5 we would address the -- the skepticism by 

6 customers.  

7 BY MR. HANKINSON:

8      Q.   Some new work needed to be done to 

9 convince customers that the CLIA lab sequencing 

10 would be useful in true clinical testing?  

11      A.   The -- the clinical utility of the test 

12 needed to be established.  

13      Q.   And the person who might not feel that the 

14 utility had been established was the customer; is 

15 that correct?  

16      A.   Yes.  

17           And I would say the customer, in this 

18 example, would be a physician.  

19      Q.   Any physician or a particular type or 

20 field of physician?  

21      A.   Well, that's somewhat -- somewhat 

22 circular.  
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1           The -- the intention of establishing 

2 ourselves as a CLIA lab to do whole genome 

3 sequencing is to help build the evidence of the 

4 clinical utility of whole genome sequencing.  

5           And that clinical utility would be 

6 directed to a particular type of physician, so that 

7 use was in development.  

8      Q.   It's an example of Illumina driving 

9 adoption of a new technology as opposed to entering 

10 a market where the use was already -- the utility 

11 was already recognized by the customer?  

12      A.   That's correct.  

13           MR. HANKINSON:  Can we take like a couple 

14 minute break, and then, probably, I'm done.  

15           MR. HORNE:  Absolutely.  

16           Let's go off the record.

17           DEPOSITION OFFICER:  Off the record.  

18           (Whereupon, a recess was held

19           from 1:09 p.m. to 1:22 p.m.)

20           DEPOSITION OFFICER:  Back on the record.  

21           MR. HANKINSON:  Ms. O'Grady, thank you 

22 very much.  I don't have any further questions at 
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1 this time.  

2           I understand that counsel for your 

3 company, Illumina, is going to ask one question, he 

4 says -- although sometimes that's accurate -- in 

5 what we call redirect.  

6           I'm not aware at this time of the rules 

7 governing whether he's allowed to do that, so we're 

8 going to lodge an objection and reserve our rights 

9 to any relief related to that later, but go ahead 

10 and allow it to happen so that we've got the record 

11 if it's appropriate and needed.  

12           THE WITNESS:  Okay.  

13           MR. HORNE:  And for the record, the 

14 purpose of this redirect is to clarify testimony 

15 given today, to the extent that makes any difference 

16 going forward.  

17

18                     EXAMINATION

19 BY MR. HORNE:

20      Q.   Ms. O'Grady, you were asked a question 

21 earlier in your deposition about genotyping, and I 

22 believe the question was whether genotyping relates 
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1 to inherited disease.  

2           Do you remember that?  

3      A.   Yes.  

4      Q.   Is that all that genotyping relates to?  

5      A.   No.  

6      Q.   What else does genotyping relate to -- or 

7 could genotyping relate to?  

8           MR. HANKINSON:  Objection; three 

9 questions.  

10           Go ahead.  

11           THE WITNESS:  Our genotyping products, or 

12 the way we refer to genotyping, is discriminating 

13 bases from each other to identify variants or answer 

14 questions.  

15           And that has application in inherited 

16 disease; in oncology for somatic variant detection, 

17 or discriminating variants in a tumor.  

18           And it also is applicable to 

19 distinguishing pathogens from each other in an 

20 infectious disease environment.  

21 BY MR. HORNE:

22      Q.   Is that all?  
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1      A.   There may be other uses of genotyping that 

2 I didn't mention.  

3      Q.   Okay.  No further questions.  

4           MR. HANKINSON:  Brief recross.  

5

6                     EXAMINATION

7 BY MR. HANKINSON:

8      Q.   Would Illumina's customers in the 

9 diagnostics market understand the answer that you 

10 just gave?  

11      A.   I believe so.  

12           MR. HANKINSON:  That's all.  

13           MR. HORNE:  Done.  

14           DEPOSITION OFFICER:  Off the record.  

15           

16              (Whereupon, at the hour of

17              1:24 p.m., the proceedings

18                   were concluded.)

19                        -O0O-

20

21

22
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          I, Tracy M. Fox, hereby certify:

4           I am a duly qualified Certified Shorthand 

5 Reporter in the State of California, holder of  

6 Certificate Number 10449, issued by the Court 

7 Reporters Board of California and which is in full 

8 force and effect.  (Bus. & Prof. S 8016)
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17 (Civ. Proc. S 2025.320, 2025.540(a))
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lllumina's Pharma Deals Aim to Bring Universal
MiSeqDx-based CDx through FDA Clearance
Au127,2O14 | L4r-,irica t-leg¡-i

Premium

NEW YORK (GenomeWeb)- lllumina said this week that it is collaborating with pharmaceutical
companies AstraZeneca, Janssen Biotech, and Sanofito develop a next-generation
sequencing-based panelto serve as a universal companion diagnostic.

The company told Clinicalsequencing Newsthat it would leverage its US Food and Drug

Administration-cleared MiSeqDx system to develop an oncology test kit that includes the NGS

system, bioinformatics capabilities, and reagents necessary to target single nucleotide variants,

indels, copy number variants, and gene fusions.

Earlier this year, lllumina struct< a deal with ¡mgm to develop an NGS-based companion
diagnostic test for its colorectal cancer drug Vectibix (panitumumab), which it also plans to bring

through FDA approval. lllumina's Senior Product Manager of Oncology, Naomi O'Grady, told CSII
that the recent pharma agreement will not impact the deal with Amgen. "The work we're doing
with Amgen will be complementary to the claims we're trying to achieve on our system and with

our technology to also support the work with our universal oncology test," she said.

Bringing the universal oncology panelthrough FDA clearance will not require substantial changes
to the core sequencing technology, O'Grady said. Rather, the company aims to expand on

MiSeqDx's indications for clinical use in oncology. The system r-eceiveci FDA clearence last year in

conjunction with two cystic fibrosis assays as well as a universal assay. A key difference in using

the MiSeqDx for oncology purposes is that it will need to be cleared for use on formalin-fixed
paraffin-embedded tissue, O'Grady said. Currently, it is cleared only for targeted sequencing of
DNA from whole blood. lts use also must be expanded to include the detection of somatic, rather

than germline, variants.

ln addition, O'Grady said that lllumina would be looking to develop targeted library prep methods
and bioinformatics pipelines "tailored specifically for the variants requested by our pharma
partners."

She declined to disclose how many genes would be included on the test, but noted that the
pharmaceutical companies would drive its content. According to lllumina, there are an estimated
800 oncology drugs in development, many of which are designed to target specific mutations.

The test will be able to detect SNVs, indels, copy number changes, and gene fusions and will
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include not only a Dù¡A component, but also an RNA component, O'Grady said. The DNA and
RNA assays will not be separate tests, but rather "parallel reactions" that are part of a complete
kit.

lnitially, the test will be developed for the pharmaceutical companies lllumina is working with to
enable their drug registrat¡on trials, O'Grady said. And, as the companies achieve regulatory
approval for the drug/CDx combination, lllumina wi[ market the test to molecular pathology labs
in the areas where that drug would be marketed, she said.

ln order to bring the test through FDA clearance, lllumina will be working closely with its team at
Myraqa, a regulatory and quality consulting firm that ii acqr-lirerd last i¡-roirth.

lllumina also hopes to work with the FDA to implement a different process for bringing the multi-
analyte test through approval. ln the current companion diagnostic paradigm, "each diagnostic
system is designed with the needs of a specific drug in mind," Mya Thomae, vice president of
regulatory affairs at lllumina, told CSII. But because lllumina and its pharma partners are looking

to develop one test for multiple biomarkers, "we'll be working with FDA to ideally find a pathway

that allows us to take the system through just once and then provide follow-up submissions to
update intended use statements or add new content as new markers are identified."

At the American Association for Cancer Research meeting in San Diego earlier this year, the
FDA's Director of Personalized Medicine, Elizabeth Mansfield, said that the FDA is open to such
nrrilii analyfe tesjq, but that for such a test to pass regulatory muster, there must be standards.

lllumina plans to address the issue of standards for clinical sequencing with its actionable
genome consortium, a collaborative effort between the firm, major cancer centers, and other
leaders in the oncology field to develop clinical sequencing standards. O'Grady said that lllumina
would talk about its progress in this area soon.

She noted that the pharmaceutical collaboration will "create the ability to standardize testing in a

decentralized way," and as such, clinical standards like the ones that will be defined by the
actionable genome consortium will be necessary.

"Having a single test that's available in the regions where pharma is looking to offer drugs, really

enables a unified test platform with standardized performance," she added.

Filed Under

iia¡tçer

tlinical Sequenclnq

@

Seqrelçt¡*q_Tech-!_SþSy Gtinical & Translational

elirrical-qe¡lgmiçq NGS CÐx

Y Get Weekly Sequencins Technolow Updates

E Get Weeklv Gancer Updates

Y Get Weekly Gompanion Diasnostics Updates

2 of3

Related AËicles

12/3/2014 9:114M



lunina's Pharma Deals Aimto þ¡ing [Jniversal MiSeqDx-based CDx ... htþs://www.genomeweb.com/seguencing/ill ¡minas-phaua-deals-aim..

Aug 27, 2014

lllumina CDx Development Deal Shows Pharma Ready to Embrace New NGS
Panel Testing Paradigm

Dec 04, 2013

FDA Glears lllumina's MiSeqDx, Assays; lmpact on Clinical Labs Remains to
be Seen
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lllumina to Develop NGS-based Oncoloqv Companion Dx with AstraZeneca,
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Gomprehenslve VeraCode product portfolio

VeraCode Carboxyl Bead Sets
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Data Analysis Streamlined w¡th BeadStudio
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What's Next for BeadXpress

Expanded Custom GoldenGate genotyp¡ng
multiplex ranges (48, 96, 144, 192,288, 384...)

Reduced packaging of VeraCode GoldenGate
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New release of VeraScan operating system
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Overview

Introduction

On behalf of the BeadXpress Reader Team, the Physical Bead Team, the VeraCode
GoldenGate Team, the R2 Assay Development Team, the Test & Catibration Team,
Softrruare, Customer Solutions and Marketing, welcome to the Launch Package for the
BeadXpress System and VeraCode Technology.

within this launch package, you will find detaîls on our 2007 launch of:

* The BeadXpress Reader System
r GoldenGate Genotyping with VeraCode (96 & 384-plex)* VeraCode Universal Capture Bead Sets
* VeraCode Carboxyl Bead Sets
t Beadxpress Accessories, Warranties and Training programs

Compelling Reason to Buv

Illumina's VeraCode technology with the BeadXpress Reader leverages the power of
digital holographic codes to provide a robust detection method for low-cost multiplex
assays requiring high precision, accuracy and speed. VeraCode is a technology solution
that grows with customers needs and remaÍns relevant during dynamic changes in
research pursuits, This technology offers many distinct advantages over competitive
tech nologies, including :

¡ Híah Data OualiV
Industry-leading measurement density and sensitivity due to inherent stringency
of code detection

c Broadest Multiolexinq CapabilÌh/ on the Market
Uslng dígital holographic coding technology, the system enables
development of the broadest range of multiplexing currently available on
the market. Assays ranging from a single-plex up to a 384-plex per
sample can be performed from a single well of a standard 96-well plate.

e Use of Codes for Increased Quality Metrícs
Customers can utilize unique bead codes in the assay as identifiers for internal
controls, as well as for unique identifiers such as reagent lots, test kits and sample
ID.

o Assav Versatility
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Customers will have the ability to perform a broad range of applications, including
genotyping and protein-based assays on a single pfatform.

o Dual Color Laser Detection
The two-color laser detection of the BeadXpress Reader enables customers to
have the ultimate flexibitity in assay desígn. Customers can run either the two-
color detection (ie., GoldenGate Assay) or single-color detection (ASpE),
depending on their specific protocol.

Market Oppoftunity

Tarqet Market

The unprecedented range in multiplexing and ability to support a multitude of
applications such as genotyping and protein analysis, provides a very large market
oppoftunity for the BeadXpress Reader. It is estimated that this combined market,
seruing genotyping, gene expression, and protein analysis, provides approximately
$800M available market, with a 15olo CAGR. W¡th instruments already addressing'a
signifícant portion of the market making up the high throughput/high complexity labs,
Illumina can leverage the BeadXpress to capture the broader market of lower multiplex
customers, Illumina's experience and technical expeftise with SNP detection, coupled
with the wide range of multiplexing capabilities of the BeadXpress, will make SNP
genotyping the ideal assay for early adopters. Because 4Lo/o of the SNP detection market
currently uses real time PCR (Frost & Sullivan, 2OO5), the VeraCode products are
designed to demonstrate clear economic benefits, excellent performance and efficiency
to the lab. Additionally, the broad range of BeadXpress multiplexing capabilities will
allow us to adapt to market changes, and secure niche markets. The target market and
customer base include:

ç Researchers interested in focused analysis of markers of interest following a
larger microarray discovery project. These include existing lllumina customers
owning a BeadArray Reader, in addition to other competitive platforms.

c Researchers interested in performing SNP genotyping analysis of a broad range of
multiplex reactions, typically higherthan a 3-plex reactíon, and/or a high volume of
samples per project.

ü Researchers interested in developing their own protein-based multiplex assays
and/ or genotyping assays.

t CLIA High Complexity certified laboratories interested in developing "laboratory
developed tests" using RUO products for multiplex assays.

Competition
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With the many existing and emerging muttiplex technologies, Illumina faces strong
competÎtion in this rapidly growing market. The table below lists the top competitors
and their platforms that the BeadXpress System will be competing directly against for
market share. While each competitor has had success in the market, it is Luminex that
poses the most direct challenge to BeadXpress, especially in terms of the multiplexing
technology, a very large install base, and a formidable menu of tests. Since the
commercial launch of the Luminex 100 System in 1999, close to 4,OOO instruments have
been sold to date. The technology, based on 100 distinctly colored microbead sets, has
been used in numerous applications ranging from genotyping, gene expression, kinase
selectivity, protein, and immunoassays. Luminex distributes its products through
patnership agreements with more than 50 research and diagnostic companies. Most of
these partners develop and market their own branded assays to run on the Luminex
system. The sheer number of Luminex partners will make it challenging to compete
against currently available product menus, numerous peer reviewed publications, and
the coverage by sales representatives. Current partners in the research market include:
Applied Cytometry Systems, Bîo-Rad, BioSource, GenoSpectra, LINCO Research,
Marligen Biosciences, MíraiBio, Qiagen, R&D Systems, Radix BioSolutions and Upstate.

Page 5
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LUMINEX SEQUENOM ABI SN
BEADXPRESS

Sample
Multiplex

nstrument Cost ¡95,000

rrice/SNP
$0.80 - $0.10

Pricing
restrictions

Only one site
reporting lowest
price; very high
volume usage
and low xn
volumes (2ul);
not tvoical

t¡ Apps. (GE,
:tc.. )

Genotyping
Gene
Expression

Strength

High quality
Jata; gold
standard for
3ene expression

Neakness

High cost and
ow multiplex;
rot scalable for
arge projects
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Product Information

Technology Overview - The Holographic Codes
The single-most identifying feature of the VeraCode technology is the holographic codes
inscribed within each microbead. It is this feature that immediately captures the
attention of potential customers, opens a new realm of quality management and delivers
highly accurate and robust data. The process of manufacturing these unique microbeads
required the invention of proprietary instrumentation by óur team in Connecticut. If you
have the opportunity, it is an excellent learning experience to view this manufacturing
process first hand.

VeraCode technology is based on cylindrically-shaped glass microbeads, measuring
24Ùpm in length by 28pm in diameter. The center of each particle contains a region that
can support a nanometer-scale, permanent change to index of refraction when exposed
to ultraviolet light. Under certain exposure conditions, this index change can form a
sinusoidal hologram which is imprinted via a local structural change of the glass matrix.

Each hologram embedded in the glass particle diffracts incident monochromatic light into
a specific angle. Figure 1 illustrates this concept. Each diffraction angle represents a
digital "bit" of information, and its presence or absence from the particle determines
whether the corresponding bit is I or 0, respectively.
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By successively writing a series of holograms into a particle, a specific pattern of 1's and
0's can be produced on the imaging electronics. These sets of diffractíon angles provide
an inscribed digital holographic code that uniquety identifies a particular bead.

Millions of uniqúe bead types can be made by inscribing'a limited number of unique
combinations of overlapping holograms. For exam ple, 10 bits, which has been
demonstrated in the laboratory, provide220 unique codes. With this large a code space
available, beads can be used for customizable tracking of not only the ãnalyte in a
pafticular assãy, but also key inforrnation such as sample ID, laboratory ID, lot numbers,
and reagent kits: In addition, the large nurnber of available codes allow for the inclusion
of multiple bits for error-checking, which greatly improves the robustness and reliability
of the optical readout process.

CODE IMAGE

CODED
BEAD fiilitffi BINARY CODE

1 011 01 0l 00001 01

"REAÐ''
LASER BEAM

BEAD CODEJADDRESS
41.133

Because bits are added one at a time in a programmable manufacturing cell,
producing batches of the particles with an arbitrary code is relatively
straightforward and can be accomplished with a small number of exposures.

Another feature of VeraCode microbeads is the physical properties of the silica
glass used to manufacture the beads. Due to the specifications for purity of the
glass, there is minimal fluorescent background that could potentially inteffere
with the chemical readout of an assay. Silica glass is also an ideal substrate to
attach biomolecules and a wide variety of techniques may be used to form linkers
between the glass sutface and the capture moiety via wet chemistry techniques.
Oligonucleotide and protein (antibody) probes can be attached to the VeraCode
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microbeads, and the performance of each of these functionalized particle types in
biological assays.
Primary among the novel technologies developed for readout of VeraCode beads
is the transparent "groove plate". The purpose of the groove plate is to spatially
create an array of particles at high packing density, where the par¡icles are
aligned in a specific direction relative to the readout optics.

The groove plate forms the bottom of a fluidic cell that has eight chambers, one
for each well in a column of a standard 96-well plate. This cell forms the heaft of
the reader system. The BeadXþress Reader accepts a standard 96-well
microplate or 8-well strips in a standard stripwell carrier. The reader draws eight
samples at one time from a column of the microplate. The internal fluidics of the
systems delivers the beads to the eight sectored groove plate cell. Through a
unique combination of fluid flow, gravity, and capillary force, the veracode
microbeads enter the groove plate cell and align closely within the grooves. Once
the microbeads are aligned, the entÍre cell is actuated across the optical system
and the beads are scanned for fluorescent measurement and code classification,

Greater than 90olo of the holographic codes are classified when aligned in the
groove plate. The ability to efficiently pack microbeads into the groove plate is a
key feature to keep sämple readout time low.

Page I
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BeadXpress and VeraCode product Offering
To support broad adoption of this technology and hÍghlight the flexibility of this platform,
Illumina has developed a breadth of products and selices to enable customers with the
broadest multiplexing range in the industry and the development of numerous
applications.

. BeadXpress Reader System
The BeadXpress Reader System is a high-throughput, dual-color laser detection
system that allows you to scan large volumes of VeraCode assays in a wide range of
multiplexed levels. The BeadXpress Reader provides powerful tools for nucleic acid
and protein applications. Included with the purchase of a BeadXpress Reader is a
one year limited warranty, a system reagent carrier for reagent botdes, the
BeadXpress Sta¡ter Kit which includes a VorTemp incubating plate mixer and the
VeraCode Bead Kitting System, and a full day on-site training provided by a Field
Applications Scientist.

. BeadXpress Accessories

Page 9
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SOecificatiôh
Environmental Conditions For Indoor Use Only

Altítude up to 2000 M
Temperature range 15"C to 30oc
HumîdiW: 10 to 90o/o RH

Electrical Ratings 10 - 120 Vac, 2.0 A, 50/60 Hz, Class I or
200 - 24O Vac, 2.O A, 50/60 Hz, Class I
Installation Category (Over voltaqe) II

Physical Conditions Overall dimensions: 47 cm (w) x 77 cm (d) x 62 cm (h)
Weight: 57 kg

Laser Classífication Class I laser instrument housing two internal Class 38 lasers.
IIEC 60825-1, t.2, 1993)

Laboratory Space 47 cm (w) x77 cm (d) x72 cm (h) for BeadXpress Reader
46 cm (w) x 40 cm (d) for PC, keyboard, and monitor

_Slutdy þençh that is level within +/- 2 deqrees
Access to Receiving Dock 76 cm (w) x 96.5 cm (d) x 86.5 cm (h) for the BeadXpress

Shipping Crate
BeadXpress Reader shipping weight = 160 lbs.
PC box size = standard
PC, keyboard, and monitor shipping weight = 60 lbs.
Waste container
(Note: shippinq weiqhts include oallets)

Power Dedicated circuit
15 A for 110V version ofthe BeadXpress Reader
12 A for 220V version ofthe BeadXpress Reader
This includes the power needs for the PC. The BeadXpress
Reader itself draws < 2 A.

Sinks Convenient access to a sink for waste disoosal

Illumîna Confidential
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Instrument accessory packages have been created to su pport the various protocols
for VeraCode a

. BeadXpress Extended Warranties
The Field Services team has developed several extended warranty options for the
BeadXpress Reader System. This will enable custorners to customize their service
relative to meet their specific laboratory needs.

. VeraCode Training Prooram
Included with the purchase of a BeadXpress Reader System is a full day of on-site
VeraCode Basics training with a Field Applications Scientist. Additional training

Page 10
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Acees3orrt Kit I , .: '. I Description:
BeadXpress Starter Kit Required for all VeraCode assays and applications

Included in the purchase of a BeadXpress Reader System
Available in 110V and 220V
Includes a VorTemp Incubating Plate Mixer and the VeraCode
Bead Kitting System

GoldenGate Satellite Kit
for BeadXpress

Required for running Golden
Existing customers who run
need to purchase this kit

GoldenGate on BeadStation do not

Kit includes microplate shaker, high temp loop fastener, nylon
hook, raised bar magnet, Hybex w/ microtube block, digltal
stroboscoÞe, 96-well base adaoter, and a combi heat sealer.

Gate assays with VeraCode

Optional GoldenGate
Accessory Kit

This kit contains standard laboratory equipment that may be
purchased by lllumina and are used in the GoldenGate Assay.
These items may also be sourced by customers through their
preferred laboratory equipment supplier. This package
includes a refrigerated benchtop centrifuge, a thermorycler, a
microplate carrier for M4 rotor, an alpha unit module for 96
well plates, conical insert (set of 4), standard 750m1 bucket
set of

Warrantv Plan Ðescriptlon
Premium Full coverage on pafts and labor

48 hour guaranteed on-site response time
2 preventative maintenance visits per year
Unlimited field servîce calls

Plus Full coverage on pats and labor
3 day average on-site response time
1 preventative maintenance visit per year
Unlimited fleld seruice calls

Basic 50o/o off the list price for parts
5 day average on-site response time
1 preventative maintenance visit per year -or-
1 emergency call per year
No additional field service calls

Parts Only Full coverage for parks only
5 day averaqe on-site resDonse time

Il I umina Confide'ntia I
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programs have been developed to enable custorners to improve their knowledge of
the technology and adopt new applications.

. VeraCode Universal Capture Bead Sets
True flexibility ¡n the development of multiplex SNP genotyping assays can now be
achieved with VeraCode Universal Capture Bead Sets. These highly stable, uniquely
coded bead sets are pre-coupled with capture oligonucleotides and enable
researchers to develop their own assays based on their desired.multiplex and
preferred assay methodology. Customers achieve desired multiplex by simply
pooling together beads of different codes using the VeraCode Bead Kitting System.
Illumina will provide development guidelines in the Assay Manual following a
multiplex PCR, multiplex ASPE protocol. However, customers are not lirnited to this
single-color assay. The dual-color laser detection of the BeadXpress reader will allow
customers to develop protocols requiring two color detection.
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VeraCode Basics Single day, onsite training by a Field Applications Scientist
Demonstration of VeraCode Bead Kitting
Overuiew of VeraCode Universal and Carboxyl Beads
Training on BeadXpress, VeraScan, and BeadStudio
GoldenGate update on VeraCode for exÞerienced users

Extensive GoldenGate
Training

3 day, onsite training by a Field ApplicatÍons Scientist
Complete GoldenGate Assay protocol with VeraCode
Traininq on BeadXpress, VeraScan and BeadStudio

Regional Training Multiple customers at centrally located site (customer could
host)
4 - 8 customers per site
3-day training by a Field Applications Scientíst
Demonstration of VeraCode Bead Kitting
Overview of VeraCode Universal and Carboxyl Beads
Complete GoldenGate Assay protocol with VeraCode
Training on BeadXpress, VeraScan and BeadStudio

Illumina University Training sessíons scheduled 3-4 times per year at Illumina
6-8 customers per session
3 day training program
Demonstration of VeraCode Bead Kitting
Overuiew of VeraCode Universal and Carboxyl Beads
Complete GoldenGate Assay protocol with VeraCode
Traininq on BeadXpress, VeraScan and BeadStudio

1 ìR 1)1" t, )9Illumina Confidenti¿
0.20
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Beta Testing Results (4-plex ASpE rxn)

'" "?"b :;"ii;'¿#Jllå i' " "'

. GoldenGate GenotvBing with VeraCode (Custom 96 and 384-plei)
Taking advantage of the solution-based kinetics of the VeraCode microbeads, the
workflow for the GoldenGate assay has been reduced to just two days. Customers
who are already familiar with the GoldenGate protocol will be able to run assays
almost immediately. The assay workflow is nearly identical, with an easier sample
addition and hybridization step. GoldenGate Genotyping with VeraCode will be
offered only as complete kits (OPA, bead plates, GGGT reagents). Customers will not
be able to buy the kit components separately.
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. VeraCode Carboxyl Bead Sets
The VeraCode Carboxyl Bead sets enable covalent attachment of proteins, peptides,
nucleic acid and other ligands in a highly multiplexed format. Each VeraCode
Carboxyl bead contains a unique code, and multiplex assays are achieved by pooling
together different bead types. The carboxyl beads are hig'hly stable and demonstrate
low non-specific binding characteristics in multiplex assayl. The simple and flexible
immobilization chemistry enables rapid assay design for a variety of analytes,
providing a truly open platform for laboratory devÀloped tests. fh" V"ruôode Assay
Design Guide dedicates a chapter to assay design using the carboxyl beads, inctudiÁg
bead kitting, imrnobilization and optimization techniques.

+TNF{ lFlùg -Ë-lL-2 --å(-lL€ +lL-12 +[¡5 

-ll_í 

_L_¡ L-r 0

Results from Illuminat assay
development team for multiplex
detection of 10-plex cytokine
standards in serum diluent.

Sensitivity; The sensitivity, or
Limit of Detection (LOD), for each
cytokine is defined as the
corresponding concentration at
three (3) standard devlations
above the median fluorescence of
at least eight replicates of the
negative control (0pg/ml).

The table below shows the LOD
and dynamic range for the 10-
plex cytokine panel. The LOD
ranged from 0.5 - a.5 pglml. A
three to four log dynamic range is
demonstrated and shown.

11/2s/2008

=Ec
z

100000

10000

1000

100

t0

1

0

0.1 'L0 10.0 100.0 1000.0

Standard Conæntntion (pg/Dt)

10000.0 100000.0

Page 73

ILLUM-0556

TNF-a
tL-lb
lL-z
lL.4
tL-5
tL-6
lL-8

tL-10

0.5
0.5
0.5
14
0.5
0.5
4.5
0.5
0.5

0.5-30,000
0.5-30,000
0.5-30,000
0.5-30,000
0.5-30,000
0.sao,000
4.5-10,000
0.5-30,000
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. BeadXpress Svstem Read Buffer
The Beadxpress System Read Buffer is required for loading and scanning sarnples on
the BeadXpress Reader. Provided in a convenient 10X solution, there is sufficient
solution for customers to run more than ten 96-well plates. Itlumina's addition of a
microbicide (ProClin), ensure stability for several weeks at room temperature.

Ordering Information and Pricing

Orderinq Information
The BeadXpress System and VeraCode products have resulted in the generation
of a bonanza of catalog numbers. All products will be loaded into iCom and will
be available for customers to order within the next few weeks. Until all items are
fully loaded, orders should be quoted by the Account Manager. Purchase orders
should be submitted by the customer to our Orders department:

Email: o.rdqrs@illumina.com
Fax: 858-202-4766
Phone: 1-800-809-4566

Catalog Numbers & Pricing

Page 74
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Catalog # Product Name Description List Priæ
NA EU

List Price

ROW
vc-101-1000 BEADXPRESS SYSTEM

(110v)
This system includes the BeadXpress
Reader ('1 10V), reagent carrier, PC,
VeraScan Software, the BeadXpress Starter
Kit, one year limited wananty, installation by
a Field Service Engineer and one day on-
site VeraCode Basics Tnaining by a Field
Applicatíons Scientist

$98,500 $118,200

vc-101-1001

Catalog #

BFÁDXPRESS SYSTEM
(220\D

Product Name

This system includes the BeadXpress
Reader (220V), reagent carrier, PC,
VeaScan Software, the BeadXpress Starter
Kit, one year limited war,ranty, installation by
a Field Service Engineer and one day on-
site VeraOode Basics Training by a Field

DescriptÍon

ications Scientist

$98,500 $118,200

vc-120-1000 BEADXPRESS The BeadXpress Starter Kit contains the $3.237 $3,884

Illumina Confìdential
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STARTER KrT (1roV) basic essentials for developing assays
utilizing the VeraCode digital microbead
technology. The kit includes the VeraCode
Bead Kitting System and a Vortemp
lncubating Plate Mixer (110V)

vc-120-1001 BEADXPRESS
STARTER KtT (220V)

The BeadXpress Starter Kit contains the
basic essentials for developing assays
utilizing the VeraCode digital microbead
technology. The kit includes the VeraCode
Bead Kitting System and a Vortemp
lncubating Plate Mixer (220\

$3,237 $s,884

200 GOLDENGATE
SATELLITE KIT FOR
BEADXPRESS (110V)

The GoldenGate Satellite Kit for
BeadXpress (1f 0U contains the essential
hardware and accessories for running
GoldenGate Assays developed with the
VeraCode Technology and scanned on the
Beadþress Reader Kit includes a high
speed microplate shaker, a high
temperature loop fastener, a nylon hook, a
raised bar magnet, a heatblock (115V) with
microtube block, a digitaloptical
stroboscope, a 96-well base adaptor
(120V), and a combi heat sealer (110v)

$18,940 $22,729

vc-120-1201 GOLDENGATE
SATELLITE KIT FOR
BEADXPRESS (220V)

The GoldenGate Satellite Kit for
BeadXpress (220\n contains the essential
hardware and accessories for running
GoldenGate Assays developed with the
VeraOode Technology and scanned on the
BeadXpress Reader. Kit includes a hígh
speed microplate shaker, a high
temperature loop fastener, a nylon hook, a
raised bar.magnet, a heatblock (220V) with
microtube block, a digital optical
stroboscope, a 96-well base adaptor
e2O\D, and a combi heat sealer (220\n

$18,940 $22,729

vc-120-1300
GOLDENGATE
ACCESSORIES KIT
(110V)

This kit includes the standard laboratory
equipment used for GoldenGate Assays
developed with the VeraCode Technology
and scanned on the BeadXpress Reader.
The kit încludes a refrigerated benchtop
centrituge (110V), a DNA Engine
thermocycler (110\4, a 96-well Alpha Unite
Module, an M4 horizontal rotor, a microplate
canierforthe M4 rotor, a 9x1SmL conicaf
insert (sel of 4), and a 750mL standard
bucket (set of4).

$94,ô83 $113,ô20

vc-120-1301 OPTIONAL
GOLDENGATE
ACCESSORIES KIT
(220\

This kit includes the standard laboratory
equipment used for GoldenGate Assays
developed with the VeraCode Technology
and scanned on the BeadXpress Reader.
The kit includes a refrÍgerated benchtop
centrituge (22OV), a DNA Engine
thermocycler (220V), a 96-wellAlpha Unite
Module, an M4 horizontal rotor, a microplate
canier forthe M4 rotor, a 9x1 SmL conical
insert (set of 4), and a 750mL standard

$94,683 $113,620
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GoldenGate Genotyping Assay with the
cutting-edge VeraCode technology to
deliver a highly robust system for custom
SNP genotyping. The kit contains sufficient
reagents to run 480 samples and includes a
custom 9&plex OPA, five VeraGode 96-
plex Bead Plates and GoldenGate

This kit lllumina's proven

forVeraCode.

GENOTYPING KlT FOR
VERACODE, 96-PLEX

-0096

18,432 118combines lllumina's proven

GoldenGate Genotyping Assay with the
cuttingedge VeraOode technology to
deliver a highly robust system for custom
SNP genotyping. The kit contains sufficient
reagents to run 480 samples and includes a
custom 96-plex OPA, five VeraGode 384-

Bead Plates and GoldenGateplex
for

vG201-03M
GENOTYPING KIT FOR
VERACODE. 38+PLEX

GO

a convenient 10X solution,
buffer is required for running the

Reader

001
READ BUFFER (10Ð,

$11,400 3,680

BEADXPRESS
EXTENDED WARRANTY

BeadXpress Reader provides the most
complete service program from lllumina.
This plan includes full coverage on parts

and labor, two preventative maintenance
visits peryear, 48-hour avemge on-site
response time, demonstrations,
non-critical and critical upgrades, unlimited
web+x access, and 1-3 day in-house

The Warranty Plan for the

trai

sv-201-1004

$11,400Plan for the BeadXpress
Reader includes full coverage on parts and
labor, one preventative maintenance visit
per year, three-day average on-site
response time, critical and non-critical

demonstrations, and applications

The Plussv-201-1003
EXTENDED WARRANTY

$10,260
BeadXpress Reader includes 50% offthe
list price for parts, one preventative
maintenance visit per year or one on-site
visit per year, fiveday average on-site
response time, critical upgrades,

The Basic Warranty for the

softrruare installations.

sv-201-1002
EXTENDED WARRANTY
BAS

,840700
Beadþress Reader includes full coverage
for parts only with fiveday aver¿¡ge on-site

time. Labor included

theParts Only WanantyPARTS ONLY
BEADXPRESS
EXTENDED WARRANW

an
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GOLDENGATE
TRAINING W|TH
VERACODE

day on-site training by a Field Applicatíons
Scientist on GoldenGate Genotyping using
the VeraGode Technology. Training
includes hands-on training of the
GoldenGate protocol, use of the VeraScan
software and operation of the BeadXpress
Reader, and data analvsis with BeadStudio.

TR-101-0010 VERACODE
GOLDENGATE
TRAINING KIT

This training kit provides the necessary
reagents to complete on site extensive
GoldenGate training with VeraCode. The
kit contains suff¡cient reagents to genotype
96 samples for a standard set of 96
polymorphisms from lllumina's DNA test
panel. For customers who may not wish to
c¡nduct training with their custom
GoldenGate panel orwho wish to have
material for intemal cross training, the
VeraCode GoldenGate Training Kit provides
a standard oackaoe.

$1,500 $1,800

TR-001-0011 VERACODE BASICS
TRAINING

This training progrem provides an overview
of the basics for developing and running
assays using the VeraCode Technology for
the BeadXpress reader. This one day, on-
site training is provided by a Field
Applications Scientist and will walk
customers through VeraCode Bead Kitting,
basic tips for protocol development, setting
up a Scan Settings file and sample sheet,
operating the VeraScan software, running
the Beadþress Reader, and data analysis
with BeadStudio.

$3,000 $3,600

TR-001-0012 VERACODE REGIONAL
TRAINING

This training program provides a unique
oppoÉunity to receive hands-on training in a
group environment. This 3-day training
session will include between 4 to 8
customers and will walk through the
VeraCode basics and the GoldenGate
genotyping assay. lt will also include
operation of the BeadXpress reader using
the VeraScan software, and data analysís
with BeadStudio. This training willtake
place at a location convenient to the
oarticiþatinq customers.

$l,s00 $1,800

TR-001-0013 ILLUMIM UNIVERSITY
TRAINING FOR
VERACODE

This traíning program provides a unique
opportunity to receive hands-on training at
lllumina's c,orporate headquarters in an
interactive group environment. This 3{ay
trainíng session will include between 6 to I
customers and will walk through the
VeraOode basics and the GoldenGate
genotyping assay. lt will also include
operation of the BeadXpress reader using
the VeraScan sofl\ilare, and data analysis
with BeadStudio.

$1,s00 $1,800
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vc-301-5440 VERACODE UNIVERSAL
CAPTURE BEAD SET.
5440

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotÍde
oTrc GTAACCCGTG CGAAGTG CC),
enabling researchers to develop theirown
SNP genotyping assays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloqv.

$50 $62

$50 $62vc-301-5632 VERACODE UNIVERSAL
CAPTURE BEAD SET -
5632

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
|TACGATG GTACGGTCG CTGTGTA),
enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

$62vc-301-56s4 VERACODE UNIVERSAL
CAPTURE BEAD SET -
5634

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
cIG GTTAG CGATCATACCG G CACÐ,
enabling researchers to develop their own
SNP genotyping asays. By pooling with
other Ve¡aOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50

vc-301-5640 VERACODE UNIVERSAL
CAPTURE BEAD SET-
5640

This highly stable, uniquely coded bead set
is pre.coupled with a capture
oligonucleotide
occ cG GTTGTCAGTCCGAAAGG G),
enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

$50 $62

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
CTAoGTGAGTTACCG GCGTTACGT),
enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Gapture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov.

$so $62vc-301-5664 VERACODE UNIVERSAL
CAPTURE BEAD SET -
5664

vc-301-5760 VERACODE UNIVERSAL
CAPTURE BEAD SET.
5760

$50 $62This highly stable, uniquely coded bead set
is pre+oupled with a capture
oligonucleotide
(TG CTG GATTGTCCGCACTCAAGT),

iilum¡r'la
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enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

vc-301-6144 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6144

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
GTATGCTTCG C CGCAG GACCACT)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloav.

$50

vc-301-6145 VERAæDE UNIVERSAL
CAPTURE BEAD SET-
6145

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
ITGCAACGTGTCATTCG CATCCTC)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
otherVera0ode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloqv.

$50 $62

vc-301€146 VERACODE UNIVERSAL
CAPTURE BEAD SET-
6146

This híghly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
cfAG GAGTCCAACCGCATCTTGCA)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301-6147 VERACODE UNIVERSAL
CAPTURE BFAD SET -
6147

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
[fcTcG GAACCTACTGCCG GATCA)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other Ve¡aCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301-6148 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6148

This highly stable, uniquely coded bead set
ís pre+oupled wlh a capture
oligonucleotide
cTGTTGCCGACGGTTAAACCAGGT)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, reseerchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62
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vc-3016'150 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6150

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
(-rcc GTTAGCGAGTAATAGTGCCC)
, enablíng researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqy.

$50 $62

vc-301€152 VERAGODE UNIVERSAL
CAPTURE BEAD SET-
6152

This highly stable, uniquely coded bead set
is precoupled with a capture
ofigonucleotide
[rAcAcTG c CAACG GTTTCTGCGT)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefered assay
methodoloqv.

$50 $62

vc-301€153 VERACODE UN]VERSAL
CAPTURE BEAD SET-
6153

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
CTACoGAAAGTCCCG c CTGTG GAÐ
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloqv.

$s0 $62

vc-301€156 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6156

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
GCTATCAGccTCG C CATGTcTCA)
, enablíng researcherc to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301€160 VERACODE UNIVERSAL
CAPTURE BEAD SET-
61 60

This highly stiable, uniquely coded bead sef
is pre-coupled with a capture
oligonucleotide
crccTcTTGTc GGAAGTCCACACG)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

$50 $62

vc-301- 6162 VERACODE UNIVERSAL
CAPTURE BEAD SET-
6162

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
crAccccAcAcTccc GTCCAAGTT)
, enabling researchers to develop their own
SNP genotvping asavs. Bv ooolino with

$s0 $62
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other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

vc-301-6168 VERACODE UNIVERSAL
CAPTURE BEAD SET -
61 68

This highly stable, uniquely coded bead set
is pre+oupled with a capture
oligonucleotide
¡rTAGG CGTTG GACC CTACCATCA)
, enablíng researchers to develop their own
SNP genotyping asays. By pooling with
otherVeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov.

$50 $62

vc-301-6176 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6176

This highly stable, uniquely coded bead set
is precoupled with a capture
oligonucleotide
ocAccGAACGGCAATGATCTG GT)

, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov.

$50 $62

vc-301€177 VERACODE UNIVERSAL
CAPTURE BEAD SET-
6177

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
crTG GC CGTACATCACTAAC CGAG)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov-

$50 $oz

vc-301-6180 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6180

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
(TGACTGCAACC CGG CTCTGTCTA)
, enabling researchers to develop their own
SNP genotyping asays. By poofing with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov-

$50 $62

vc-301-6192 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6192

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
(rG cGAACGGTCCTGTATTG CAGT)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraGode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

$s0 $62

vc-3016208 VERACODE UNIVERSAL
CAPTURE BEAD SET -

This highly stable, uniquely coded bead set
is orecoupled with a capture

$s0 $62
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6208 oligonucleotide
cr-GGTCAACCAGCTTGATACGCCC),
enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex asseys using theír prefened assay
methodoloov.

vc-301-6210 VERACODE UNIVERSAL
GAPTURE BEAD SET -
6210

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
(, TCTTGTAGGAG CTGCG GAAGACT)
enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop theír
multiplex assays using their preferred assay
methodoloov.

$50 $62

vG-301-6216 VERACODE UNIVERSAL
CAPTURE BEAD SET -
62'16

Thís highly stable, uniquely coded bead set
is pre-coupfed with a capture
ofigonucleotide
cr-ccAcATG cTcTcG GTGTCGMT)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301-6240 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6240

This highfy stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
CTATTCGGATCGCCCTTCCTGCAA),
enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301-6272 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6272

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
ff GCGACGTG GACTG CTTCAAACG)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Gapture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov.

$so $62

vc-301-6273 VERACODE UN¡VERSAL
CAPTURE BEAD SET -
6273

This highly stable, uniquefy coded bead set
is pre-coupled with a capture
oligonucleotide
CrGAGG GAACGTGAATG CTGCTCT)
, enabling researchers to develop their own
SNP genotyping asays. By pooting with
other VeraCode Universal Capture Bead
sets, researchers can develop their

$so $62
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multiplex assays using their preferred assay
methodoloqv.

vc-301-6276 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6276

This highly stable, uníquely coded bead set
is pre-coupled with a capture
oligonucleotíde
GGTCG GAGTAATTGTG CCCACCA)
, enabling researchers to develop their own
SNP genotyping asays- By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301-6288 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6288

This highly stable, uniquely coded bead set
ís pre+oupled with a capture
oligonucleotide
cTGTACTCGCAGTCCCAGTGGCAÐ
, enablíng researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

$s0 $62

vc-301-6336 VERACODE UNTVERSAL
CAPTURE BEAD SET -
6336

This highfy stable, uniquely coded bead set
is pre'coupled with a capture
oligonucleotide
crrTcGTccTG G oTGAGAGCGTAA)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

$50 $62

vc-301-6400 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6400

This highly stable, uniquely coded bead set
is pre+oupled with a capture
oligonucleotide
crTAG CGCCTATCTGCCAGGGACÐ
enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Unîversal Capture Bead
sèts, researchers can develop their
multiplex assays using their prefened assay
methodoloov.

$50 $62

vc-30'1€402 VERACODE UNTVERSAL
CAPTURE BEAD SET -
6402

This highly stable, un¡quely coded bead set
is pre+oupled with a capture
oligonucleotide
(|TCTGACTG GGAGATTCCGATGC)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode U niversal Captu re Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

$50 $62

vc-301€408 VERACODE UNMERSAL
CAPTURE BEAD SET-
6408

This highly stable, uniquely coded bead set
is precoupled with a capture
ofigonucleotide
CTTGAGCGCCTTCCCAACTGAGGA)

$s0 $62

GONFIDENTIAL

BeadXpress Systemillumrrra

Page 23
ILLUM-0566

77/2s/2O08

GONFIDENTTAL

Illumina Confidential



, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloqv.

vc-301€432 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6432

This highly stable, uniquely e¡ded bead set
is pre-coupled with a capture
oligonucleotide
IIAACCG GAG CC CAAGTTGCTGTC)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraGode Universal Capture Bead
sets, researchers can develop their
multiplex essays using their preferred assay
methodoloov.

$50 $62

vc-301-6528 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6528

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
ct-Tccc GTCTTG CATGAAGAG GAG)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex essays using their prefered assay
methodoloqv.

$50 $62

vc-301-6656 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6656

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
cTGATGCGACGACGACTATTCCTGÐ
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloqV.

$50 $62

vc-301€657 VERACODE UNIVERSAL
GAPTURE BEAD SET-
6657

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
(,TGAGACGACAACTTTCTCG CAACC)
enabling researchers to develop their own
SNP genoÇping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloqv.

$50 $62

vG-301-6660 VERACODE UNIVERSAL
CAPTURE BEAD SET-
6660

This highly stable, uniquely coded bead set
is precoupled with a capture
oligonucleotide
CTOAAGTGATTCG CCCCG GTTAATC)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov.

$s0 $62
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vc-301{672 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6672

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
cTGTGCGAAATTCATTCCGACCGCT)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloqy.

$50 $62

vc-301€720 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6720

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
cTTTAcGAAocGATGAGCACCTAGTA)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode UnÌversal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301-6912 VERACODE UNIVERSAL
CAPTURE BEAD SET -
6912

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
CTAATCCGTACTTGTTGC CATCCGTA)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov.

$s0 $62

vc-301-7168 VERACODE UNIVERSAL
CAPTURE BEAD SET -
7168

This highfy stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
crc cc cATccAcTATTTCGGAG GTAA)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301-7170 VERACODE UNIVERSAL
CAPTURE BEAD SET -
7170

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
CTTAATACG CCAGATGGTTGGTGCAT)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays usîng their preferred assay
methodoloqv.

$50 $62

vc-301-7176 VERACODE UNIVERSAL
CAPTURE BEAD SET -
7176

Thís highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
cf TATTG CAC CACC G CTACTGAGAAT)
, enabling researchers to develop their own
SNP oenotvpino asavs. Bv ooolinq w¡th

$so $62
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other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloqv.

vc-301-7200 VERACODE UNIVERSAL
CAPTURE BEAD SET -
7200

This highly stable, uniquely coded bead set
is pre-coupled with a capture
oligonucleotide
cTGGATATGTCACCTACTGCAACGGA)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode Universal Capture Bead
sets, researchers can develop their
multiplex assays using their preferred assay
methodoloov.

$50 $62

vc-301-7296 VERACODE UNIVERSAL
CAPTURE BEAD SET -
7296

This highly stable, uniquely coded bead set
is pre-coupled wìth a capture
oligonucleotide
crGTG GCATCATACCATAAACGCTCG)
, þnabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraOode Universal Capture Bead
sets, researchers can develop their
multþlex assays using their prefened assay
methodoloov.

$so $oz

vc-301-7680 VERACODE UNIVERSAL
CAPTURE BEAD SET-
7680

This highly stable, uníquely coded bead set
is pre-coupled with a capture
oligonucleotide
CTGTTACAATCC CTG GTTCCGTATGC)
, enabling researchers to develop their own
SNP genotyping asays. By pooling with
other VeraCode UnÌversal Capture Bead
sets, researchers can develop their
multiplex assays using their prefened assay
methodoloov.

$50 $62

vc-301-0481 VERACODE PRE-
POOLED 48-PLEX
UNIVERSAL CAPTURE
BEAD SET - 0481

This set of VeraOode Universal Capture
beads is pre-pooled to contain 48 unique
bead codes per tube. Each bead within the
pool is pre-coupled with a unique capture
oligonucleotide, enabling researchers to
develop their own SNP genotyping asays.
Either alone or by pooling with other
VeraCode Universal Capture Bead sets,
researchers can develop their multiplex
assays using their prefened assay
methodoloqv. Sufficient for 6 x 96 samples

$2,400 $2,880

vc-301-0482 VERACODE UNMERSAL
CAPTURE BEAD SET -
0482

This set of VeraCode Universal Gapture
beads is pre-pooled to contain 48 unique
bead codes pertube. Each bead within the
pool is pre-coupled with a unique capture
oligonucleotide, enabling researchers to
develop their own SNP genotyping asays.
Either alone or by pooling with other
VeraOode Universal Capture Bead sets,
researchers can develop their multîplex
assays using their preferred assay
methodolow. Sufficient for 6 x 96 samoles

$2,400 $2,880
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VERACODE
BEAD SET-A

is bead set enables attachment
of proteíns, peptides, nucleic acid and other
ligands in highly multiplexed format due to
the carboxylated surface chemistry of the
VeraGode Carboxyl beads. Set A contains
separate vials of five different bead codes,
Codes 8193, 8195, 8196, 8197 and 8198.
Each vial is sufficient for 6 x 96
measutements

vc€11-8199 VERACODE CARBOXYL
BEAD SET- B

This bead set enables covalent attachment
of proteins, peptides, nucleic acid and other
ligands in highly multiplexed format due to
the carborylated surface chemistry of the
Vera0ode Carboxylbeads. Set B contains
separate vials of five different bead codes,
Codes 8'199, 8201, 8202,8204, and 8205.
Each vial is sufficient for 6 x g6

measurements

$275 $330

vc-311-8208 VERACODE CARBO)CIL
BEAD SET- C

This bead set enables covafent attachment
of proteins, peptides, nucleic acid and other
ligands in highly multiplexed format due to
the carbo4ylated surface chemistry of the
VeraOode Carboryl beads. Set C contains
separate vials of five different bead codes,
Codes 8208, 8209, 8210,8211, and 8212.
Each vial is sufficient for 6 x 96
measurements

$275 $330

vc-311-8214 VERACODE CARBO)C/L
BEAD SET- D

This bead set enables covalent attachment
of proteins, peptides, nucleic acid and other
ligands in hìghly multiplexed format due to
the carboxylated surface chemistry of the
VeraCode Carboryl beads. Set D contains
separate vials of fve different bead codes,
Codes 8214, 8216, 8217, 8220, and 8225.
Each vial is sufficient for 6 x 96
measurements

$275 $330

vc-311-8226 VERACODE CARBO)OIL
BEAD SET- E

This bead set enables covalent attachment
of proteins, peptides, nucleic acid and other
ligands in highly multiplexed format due to
the carbo4ylated surface chemistry of the
VeraCode Carbo4yl beads. Set E contains
separate viafs of five difierent bead codes,
Codes 8226, 8228, 8229, 8232, and 8234.
Each vial is sufücient for 6 x 96
measurements

s275 $330

vc-311-8240 VERACODE CARBOXYL
BEAD SET- F

This bead set enables covalent attiachment
of proteins, peptides, nucleic acid and other
ligands in highly multiplexed format due to
the carboxylated surface chemistry of the
VeraOode Carboxyl beads. Set F contains
separate vials of five diffe¡ent bead codes,
Godes 8240, 8241, 8244. 8256. and 8257.

$275 $330

iilumrna
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Each vial ís sufficient for 6 x g6
measurements

vc-3'11-8258 VERACODE CARBOXYL
BEAD SET- G

This bead set enables covalent attachment
of proteíns, peptides, nucleic acid and other
ligands in highly multiplexed format due to
the carboxylated surface chemistry of the
VeraOode Carborryl beads. Set G c¡ntains
separate vials of five different bead codes,
Codes 8258, 8259, 8260,8262, and 8264.
Each vial is sufücient for 6 x g6

measurements

$275 $s30

vc-311-8265 VERACODE CARBOXYL
BEAD SET- H

This bead set enables covalent attachment
of proteins, peptides, nucleic acid and other
ligands in highly muftiplexed format due to
the carboxylated surface chemistry of the
VeraOode Carboxyl beads. Set H contains
separate vials of fle different bead codes,
Codes 8265, 8268, 8272, 8274, and 8280.
Each vial is sufilcient for 6 x 96
measurements

$275 $330

vc-311-8288 VERACODE CARBOXYL
BEAD SET- I

This bead set enables covalent attachment
of proteins, peptides, nucleic acid and other
figands in highly multiplexed format due to
the carborylated surface chemistry of the
VeraCode Carboxyl beads. Set I contains
separate vials of five different bead codes,
Codes 8288,8289, 8292,8304, and 8321.
Each viaf is sufficient for 6 x 96
measurements

$27s $330

vc-311-8322 VERACODE CARBOXYL
BEAD SET- J

This bead set enables covalent attiachment
of proteins, peptides, nucleic acid and other
ligands in highly multiplexed format due to
the carborylated surface chemistry of the
VeraCode Carboxyl beads. Set J contains
separate vials of three different bead codes,
Codes 8322,8324,8325. Each vial is
sufficient for 6 x 96 measurements

$165 $1 e8
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Discount Programs for VeraCode

Discounting for VeraCode consumables and reagents shall be volume driven. Customers
runn¡ng the GoldenGate Genotyping Assay with VeraCode can earn special pricing based
on the sample quant¡ties detailed in the table below.
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480 $12.48 $0.130 $14.e8 $0.156

960 $10.56 $0.110 ç12.67 $0.132

>1,440

96

$8.64 $0.090 $10.37 $0.108

480 $38.40 $0.100 $38.40 $0.120
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960 $30.72 $0.080 $30.72 $0.096

>1,40 $r s.20 $0.050 $1s.20 $0.060

BeadStation / BeadXoress Cross Platform Discount program
Illumina provides a volume-based discount to its systems customers that will now extend
across the BeadStation and the BeadXpress systems. This discount is applíed to and
calculated based on the purchase of GoldenGate Genotyping arrays, reagents, and
Standard Content Panels, Direct Hybridization Gene Expression Anays and Reagents, and DASL
Gene Expression arrays, reagents and Standard Content panels.

This discount is calculated based on the combined purchase value of the qualifying
arrays/ reagents, and standard panels from the previous 12 month rolling period.
Discount level is updated weekly and applied to future purchases at the percentages
listed upon attaining and maintaining the purchase value tiers as defined below.

Discounts are NOT applied to or calculated based on the purchase of Custom GoldenGate
Oligo Pools (OPAs), Custom DASL Assay Pools (DAPs) or Infinium Whole-Genome
Genotyping Arrays and Reagents on the BeadStation.

Discounts ARE applied to the entire GoldenGate Assay for VeraCode (including custom
OPAs, VeraCode bead plates, and GoldenGate Reagents).

*xl .5 for ROW

Disco u nt Proa ra m S u m m a ry :
Silver Level Discount

$250K spent per rolling 12 month rycle across both the Beadstation and
BeadXpress for GT and GX
10Vo Volume discount includes only GGGT, DASL, and Direct Hyb GEX
Discount does not apply to Infinium, iselect, nor OpAs for use with
BeadStation

Gold Level Discount
$500K spent per year across both the BeadStation and BeadXpress for GT
and GX
20olo volume discount includes only GGGT, DASL, and Direct Hyb GEX
Discount does not apply to Infinium, iselect, nor OpAs for use with
BeadStation

Page 29

ILLUM-0572

11/2s/2008

384

$0 to $250,000. o%
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$501,000 or more* 20o/o
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2ÈOct l6-Nov

11/2s/2008

Advertising Calendar

Highlighted below in purple are the proposed ad placements and publications that you can expect to
see appearing for VeraCode:

Ad

/ssue
Ad
Position
Materials
Due

Drug
Discovery
News
/ssue
Ad
Close po a
Matls)

/ssue

Feature

Show

/ssue
Space
Ad

Position

Feature

Sáow

Cell-based
Assays,

Bíomarkers,
Lead Optim.

DDT

Latest in
lmmuno-

PCR, Tech
Guide:

Sequence
Alignmeni

D2D. SBS
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Ad
/ssue

Feature

Show
C/ose
Cosf

Trade Shows, Meetinqs & Seminars

VeraCode will be presented at numerous research and diagnostic tradeshows throughout
2007. Whenever made available by conference organizers, Illumina shall host a seminar
on the VeraCode technology, featuring customer presenters to showcase applications
developed on VeraCode. R&D teams shall also be asked to assist with abstract
submission for poster presentations and talks at these conferences to help increase
visibility of the technology. Direct mail andlor email blasts shall be sent to pre-show
registrants. Below is Illumina's tradeshow/meeting schedule for 2OO7.
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NA User Meeting March 15 -'17 San Diego Technology introduction;
full literature

Society of Toxicology March 25 - 29 Charlotte Technology introduction;
tull literature

AACR April 14 Los Angeles Technology introduction;
full literature

Webinar fferaOode
applications)

April San Diego Presentation from beta
customers and CHEO on
utilÞing VeraCode
Technoloqv

EU User Meeting Apnl26 -27 Siena, ltaly Technology introduction;
tull lÍterature

Seminar Series April 30 - May 4 London, Paris, Munich Technology introduction;
full literature

FOCIS Annual Meeting June 7 - 11 San Diego Technology introduction;
full literature

EHGC June 19-20 Nice, France Technology introduction;
tull literature

Webinar fly'eraCode
Applications)

July San Diego Customer presentation on
VeraCode aoolications

AACC July 17 - 19 San Diego Feature Product at
booth/wokshop;
technology introduction;
aoolications

D2D SeptemberlT-19 Philadelphia Technology introduction;
full literature

World Congress on
Psvchiatric Genetics Xll I

October 7 - 1'1 NewYork Technology introduction;
full literature

IllumÌna Confidential
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ASHG October23 -27 San Diego Technology introduction;
tull literature

AMP November 7 - 10 Los Angeles Feature Product at
boothÁ,vorkshop;
technology introduction;
aoolications

Webinar (VeraCode
Applications)

November San Diego Customer presentation on
latest VeraCode
eDÞl¡cation
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Frequently Asked .Questions

Q: Can you tell me about the VeraCode microbeads?

A: The VeraCode technology is based in cylindrical glass microbeads
measur¡ng 24}pm in length x 28¡.rm in diameter. lllumina uses a
propr¡etary technology to inscribe digital holographic elements within each
bead. When a laser beam shines through the bead, the holographic
elements diffract the light, creating a code image.

Q: What's so specíal about having these beads with codes?

A: Beads with unique codes can be used to represent not only information
such as the target of interest in multiplex assays, but also it can be used to
track critical information such as sample lD, laboratory lD, reagent lots,
etc. We are able to easily embed high density codes (24 bil), which
means that there ís virtually unlimited number of unique bead types that we
can manufacture.

Q: \lr/hat types of assays can be developed with the VeraCode beads?

A: The glass surface of the VeraCode beads make them ideal for a number
of bioassays. lllumina has demonstrated several applications including
genotyp¡ng, gene express¡on, and protein based assays. The VeraGode
technology enables the development of solution-based assays, with the
power of microarrays.

Q: How do you achieve multiplexing with the VeraCode beads?

Multiplexing is easily achieved by simply pool¡ng together beads with
unique codes. Illumina offers standard products to enable users
to develop anything from a single-plex to several hundred-plex reactions per
sample in a single well.
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Q: What products willyou have at launch, and what level of multiplexing will I be
able to achieve with those products?

A: At launch, lllumina will be offering VeraCode Uníversal Beads (48 individual
codes, 2 sets of 48-pre-pooled codes), VeraOode Carboxyl Beads (48 unique
codes), and VeraCode GoldenGate 96 and 384-plex genotyping.

Q: How are the VeraCode Universal Beads used?

A: Each uniquely coded VeraGode Universal Bead has a unique
oligonucleotide capture sequence attached and can be easily used for
designing nucleic-acid based assays. We will be offering unique code
types in individualtubes. As an example, if you wanted to develop a
3-plex reaction and wanted to use a single color detection assay, such as Allele
Specific Primer Extension (ASPE), you would just pool together six different
tubes of unique VeraCode Universal Oligo Beads (one bead type per allele).

Q: How are the VeraCode Carboxyl Beads used?

A: Like the VeraCode Universal Beads, the Garboxyl beads will be packaged
such that a unique bead code will be in a single tube. However, the
surface chemistry of the Carboxyl beads differ in that they have a
carboxylated surface, enabling development of protein-based assays. To
achieve multiplexing, users simply pool together different tubes of uniquely
coded carbo4yl beads after immobilizing with their proteins of interest.

Q: What is the GoldenGate genotyping assay?

A: This is lllumina's proprietary Research Use Only assay that enables
genotyping of 96 or 384 SNPs in a single well. Although we callthis our
96-plex and 384-plex assay, we are really performing a 144-plex and a
432-plex due to the addition of 48 controls that we use. This assay
requires the two-color laser detection system of BeadXpress reader.

Could you describe in more detail how the 48 controls are used in the GoldenGate
assay?

A: The intemal controls in the GoldenGate 96 and 384-plex assay lend a higher
confidence levelto the overall assay by enabling the ability to troubleshoot
errors such as PGR and hybridization errors.

Q: How are the VeraCode beads read?

A: The BeadXpress Reader has been developed for the VeraOode
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technology. The BeadXpress reader is a high-throughput, two color laser
detection scanner that accepts a standard g6-well microplate, or 8-well strips
froin a 96-stripwell plate.

Q: What is the throughput of the BeadXpress reader?

A: Throughput is dependent upon the level of multiplexing and whether you are
running a single color or dual color detection. Typical
throughputs achieved are:

Q: What sofüuare is used with BeadXpress?

A: VeraScan is the operating software for the BeadXpress Reader. This sofirruare
enables users to set up each assay run quickly and accurate. A BeadXpress
Scan Settings file and a sample sheet are incorporated into VeraScan for
efficient assay set up. Data generated by veraScan can be exported into the
recently released Beadstudio version 3.0 for performing data analysis. The
updated GT module can be used for analyzing the GoldenGate g6 and 384-plex
with VeraCode, and for analyzing lower multiplex assays developed with the
VeraCode Universal Capture Beads. A new Protein Module has been
developed for data analysis of protein-based assays using the VeraCode
Carboxyl Bead product.

o \Mll the BeadXpress reader be able to integrate with my laboratory's automation
system?

A: The BeadXpress is designed to be compatible with standard laboratory
automation for the upfront assay. We have developed a protocol utilizing a
Tecan robot for the GoldenGate Genotyping Assay with VeraCode.

o \fi/hat makes your product better than Luminex? They seem to be similar
technologies.

A: The VeraCode technology with the BeadXpress reader demonstrates
clear advantages over Luminex. Key differentiators include:

1. VeraCode dominates Luminex in multiplexing range in a single well.
2. The unique identification of VeraCode Beads enable tracking of aspects

such as sample lD, reagent lot lD, and even laboratory lD.
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3. The two color detection system of the BeadXpress reader expands the
variety of assays that can be developed with the system. Luminex only has
single color detection (green), since their red laser is dedicated to detecting
their bead type.

4. veracode/BeadXpress is a multi-use system, enabling development of gene
expression, genotyping and protein-based assays. The greater surface are
of the beads, in combination with the multiple readings per bead, generates
more robust data.

5. VeraCode beads are significantly more stable, they are not photosensitive
like the Luminex beads.

6. Assay development is more straightfonruard with VeraCode beads.
Customers do not have to worry about selecting the right "colored' bead to
prevent overlapping signals.

Q: \l/hat support will be offer for Universal Oligo Beads?

A: lllumina will provide assay design guidelines in the Veracode Assay Guide, and
will provide basic molecular biology troubleshooting. This product is best
suited to those comfortable with developing assays and want the advantages of
complete flexibility. To assíst these customers, lllumina is developing a web-
based primer design toolthat will help customers develop their multiplex PCR
and multiplex ASPE primers for multiplex assays using the VeraCode Universal
Capture Beads. We expect this design tool to be available on our website in
May.

Do you offer a 48-plex GoldenGate Genotyping Assay?

A: No. We are currently able to offer 96-plex and 384-plex GoldenGate
genotyping. You may use or 48-plex pre-pooled Universal Capture Bead Set to
develop your own assay if desired.

o 96 and 384-plex OPAs: can these be used interchangeably on the BeadStation as
well?

A: Because the assay is slight different between the two platforms (VeraOode ís
shortened to just a 2-day assay), you can expect that the second set of controls
for hybridization will not work...--othenruise, they can be used interchangeably.
However, please note that the GoldenGate 96 and 384-plex with VeraCode is
only sold as complete kits (OPA, VeraGode Bead Plate, GoldenGate
Reagents).

Q: How does the OPA delivery time for VeraCode compare to the delivery time that we've
been quoted for Bead Array?

A: Currently, you cân expect the lead times for OPA orders to be the same as
those for GoldenGate on the BeadAnay platform.
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Reg u I ato rulD i a g n osti c Q u esti o ns :

Q: Can the BeadXpress Reader be used for diagnostic testing?

A: The BeadXpress Reader is cunently labeled as a Research Use Only
lnstrument, so it has not been reviewed by the FDA. But, we have had a
a lot of interest expressed by CLIA High Complexity Gertified labs who are
interested in developing homebrew assays with the technology.

Q: Does lllumina have ASRs for the VeraCode technology?

A: No. lllumina has General Purpose Reagents and Research
Use Only products for the VeraCode technology.

Q: How much is the BeadXpress Reader?

A: The list price for the BeadXpress Reader will be about $98,500
Note: Any and all pricing information given at clinical conferences (ie., AMP and

AACC)must have come from an Unsolicited Requesf. Do not give pricing
information to anyone unless specifically asked. This could have direct
consequences with the FDA.

Q: \ffhat is lllumina's current regulatory status?

A: lllumina is currently working to achieve ISO 13485:2003 certification. We
are developing all of the VeraGode products under design control and
have Design History Files for each of our products.

Q: Can the GoldenGate Genotyping Assay be used for diagnostic testing?

A: The GoldenGate Genotyping Assay is a Research Use Only product. lt
has not been reviewed by the FDA.

o I work in a CLIA High Complexity Lab and would like to develop tests using the
VeraCode technology. W¡ll lllumina help me with designing and validating a test?

A: No. lllumina can provide technical support for working with the VeraCode
Products and assist with troubleshooting, but the CLIA High Complexity
Lab is responsible for designing and validating their own tests.

Reoulatory Terminology

1. What is QA (Quality lssurance) vs. QC (Quality Qontrol)?
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Quality Assurance is a planned and systematic set of activities necessary to provide
adequate confidence that requirements are properly established and proãucts or seruices
conform to specified requirements.
Quality Control is the process by which product quality is compared with applicable
standards; and the ait¡on taken when nonconformance is detected. QC is iherefore a subset
of QA.

2. What is a 510k?

This refers to the section of the Food, Drug and Cosmetic Act which requires device
manufacturers to submit information that verifies equivalency of the product to a predicate
devíce and to notiñ7 FDA at least g0 days in advance, of their intent to market a medical
device ín the United States. For 510k submission and approval, the product must be
equivalent to a product made (a predicate devîce) before 1gZO.

3. Define FDA and what it does

The public trusts the Food and Drug Administration (FDA) to ensure that:
1. Foods are safe, wholesome and truthfully labeled
2. Drugs for both humans and animals, and vaccines for humans are safe and effective
3. Blood used for transfusions is safe and in adequate supply
4. Medicaldevices, from scalpels to CT scanners are safe and effective.
5. Transplanted tissues are safe and effective
6. Equipment that uses radiant energy, such as X-ray machines and microwave ovens is

safe
7. Cosmetics are safe and properly labeled

It is FDAs job to see that food is safe and wholesome, cosmetics won't hurt people, the
medicines and medical devices are safe and effective, and that radiation-emitting products
such as microwave ovens won't do harm. Feed and drugs for pets and farm animals also'- come under FDA scrutÍny. The FDA ensures that all of these products are labeled truthfully
with the information that people need to use them properly.

4. Define the nature of ISO and what it does

ISO (lnternational Organization for Standardization) is a global network that identifies what
lnternational Standards are required by business, government and society. lt develops these
standards in partnership with the sectors that will put them in use, adopts them by
transparent procedures based on national input and delivers them to be implemented
worldwide.

5. What does "Approval, Licensure and GeÉification mean and how do they apply to
lllumina and our plans?
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Approval: FDA approvalfor lllumina to sell our products as a medical device would be in the
form of a 510k of PMA.

ISO Certification: Ceñification with the lnternational Organization for Standardization.
lllumina plans to gaÍn certification by proof to a notified body that we are in compliance with a
standard such as ISO 13485.

License: The FDA will provide a written MedÍcal device license to lllumina when we are
found to be in compliance with the QSR

6. Define GMP and how it applies to lllumina
GMP are Good Manufacturing Practices followed by the pharmaceutical and biotech firms to
ensure that the products produced meet specific requirements for identiÇ, strength, quality,
and purity.

ln a nut shell, GMP is:
. Say what you are going to do - Document it.
. Do what the document says - Follow the document
. Prove that you have followed the document - By documentation

FDA regulates these industries to ensure GMPs are being followed. The current GMP
requirements set forth in the Quality System regulation (OSR) are promulgated under section
820 of the Food, Drug and Gosmetic (FD&C) Act. They require that domestic or foreign
manufacturers have a quality system for the desÍgn, manufacture, packaging, labeling,
storage, installation, and servicing of finished medicaldevices intended for commercial
distribution in the United States.
Through compliance with the QSR, lllumina will be GMP compliant

7. Define QSR and how it applies to lllumina
QSR means: Quality System Regulation. The QSR is contained in Title 21 Part 820 of the
Code of Federal Regulations. This regulation coverc quality management and organization,
device design, buildings, equipment, purchase and handling of components, production and
process controls, packaging and labeling control, device evaluation, distribution, installation,
complaint handling, servicing, and records.

ln order to sell medical devices in the United States, lllúmina must be cornpliant to QSR.

8. Define GLP and how it applies to lllumina
GLP: Good Laboratory Practicæ is a quality system concerned with the organizational process
and the conditions under which studies are planned, peformed, monitored, reeorded,
reported and archived for use in clinical data reporting.

9. Define ASR and how it applies to lllumina
The FDA defines Analyte Specific Reagents in 21 CFR 864.4020 as "antibodies, both
polyclonal and monoclonal, specific receptor proteins, ligands, nucleic acid sequences, and
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similar reagents which, through specific binding or chemical reaction with substances in a
specimen, are intended to use in a diagnostic application for identification and quantification
of an individual chemical substance or ligand in biological specimens." ln simple terms an
analyte specific reagent is the active ingredient of an in-house test.
ln order for lllumina to provide reagents for ASR utilization, we must:

1) Be QSR compliant (manufacture under GMP)
2) Provide materials without instructions on how to use our interpret system
3) Cannot provide a "closedn system for multiplex assays (unique detection system,

unique software, unique reagents)

10.What is a PMA and how does it apply to lllumina
ln order to sell a medical device within the United States for which there is no predicate
device, a Pre-Market Approval submission must be submitted to the FDA. Because some of
the biomarkers that lllumina might be interested in developing a test will for are truly novel
and unique, a PMA submission may be necessary.

The information required for a PMA submission is far more stringent than that required for a
51 0k.

11.Why do we need to be compliant to regulations?
We must to be compliant to QSR/ISO regulations if we want to enter the medical diagnostics
market domestically and internationally. This market is very heavíly regulated by the FDA and
tso.

Compliance will also ensure that lllumina is using "best practiees" in the manufacture of our
products.

I2.What do we need to do to be compliant?
lmplementation of the Quality Plan as outlined in the Qualíty Manual will ensure compliance
to ISO 13485 and the QSR.

l3.What is a medical device?
A manufactured product that is used to:

1. Cope with human disease
2. Care for human injuries
3. Meet human anatomicalneeds
4- Maintain human physiological functions
5. Support or sustain human life
6. Control human conception
7. Disinfect human medical devices
8. Examine specimens taken from human bodies

Medical devices can include:
1- lnstruments
2- Appliances
3. lmplants
4. Machines
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5. Soflr¡rare
6. Materials
7. Calíbrators
8. Apparatuses
9. ln vitro reagents
10. Related articles

14.What and where is the Quality Manual
The purpose of the Quality Manual is to describe the methods and controls used to assure
the quality of all services, products manufactured, processed and distributed by lllumina
lncorporated. The lllumina Quality Manual can be found on the company intranet at the
following location or with Document Control.
httn://intran o in/dc/Proced u res/O ualitv ments/1 1204017 lllumina alitv Manual.o
df

l5.What is the Quality Policy?
The quality policy addresses how lllumina will function as an organization to ensure that we
provide high quality products. The Quality Policy is as follows and can be found in the
Quality Manual and various locations posted around the lllumina facilities.

We develop and manufacture innovative high quality products and services for the
research and development, health care and life sciences markets.
We deliver our products and seruices to our customers (internal and extemal) reliably
on time.
We provide employees with the necessary training and resources to meet or exceed
customer expectations.
We monitor processes and products to identifrT opportunities for continuous
improvement.

16.What products will lllumina supply as medical devices?
The BeadXpress reader and the VeraCode Digital microbeads are being developed such that
they can be offered downstream as an ln Vitro Diagnostic product (lVD) with the development
of a specific diagnostic test panel. The product will most likely class ll.

17.W¡ll lllumina have two systems for manufacture of RUO and regulated products?
lllumina will have one Quality System that will apply to entire company as a whole.

l8.Where can we get regulatory references?
The following are some examples of available websites that we can get regulatory
information:
http://www.iso.org
http://www.qsr.com
http ://un¡yr,v.2 1 cfma d1 1 . com
http://www.fda.qov/

19.What is Design Control?
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Design Control is a system of checks and balances to ensure that a product meets specified
design requirements.

The regulatory agencies describe design control as follows:

FDA Qualitv Svstem Requlation - 820.30 DESIGN CONTROLS
Each manufacturer shall establish and maintain procedures to control the design of a
device in order to ensure that specified design requirements are met.

ISO 13485 - 7.3 Designs and Development
The organization shallestablish documented procedures for design and development.

20.What is Validation?
Validation is a process to establish documented evidence that provides a high degree
of assurance that a specific process will consistently produce a product meeting its
p red eterm ined specificatio ns a nd q u a lity attrib utes.
The process requires a written and signed off protocolthat contains acceptance criteria
that the validated product or process must meet-

21. Where can I find quality type definitions?
There are severalwebsites available to find quality definitions. The following are some
example of places that you can find quality type information:
http://www.iso.orq
http://www.qsr.com
http ://www.2 1 cfrpartl 1 .com
http://www.fda.gov/

ZZ.What is a lot and batch?
Lot or batch means one or more components or finished devices that consist of a single type,
model, class, size, composition, or sofü¡rare version that are manufactured under essentially
the same conditions and that are intended to have uniform characteristics and quality within
specified limíts.

23.What is GFR?

The Code of Federal Regulations (CFR) is a codification of the general and permanent rules
published in the Federal Register by the Executive departments and agencies of the Federal
Government. Title 21 of the CFR is reserued for rules of the Food and Drug Administration. Each title
(or volume) of the CFR is revised once each calendaryear. A revised Title 21 is issued on
approximately April 1d of each year. There are 1499 parts in title 21.

24.What is 2l CFR 820 and how does it apply to lllumina?
Part 820 of the Code of Federal Regulations refers to the regulations related to Medical
Devices. Current good manufacturing practice (cGMP) requirements are set fofth in this
Quality System Regulation. The requirements in thís regulation govern the methods used in,
and the facilities and controls used for, the design, manufacture, packaging, labeling, storage,
installation, and servicing of all finished devices intended for human use.
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lllumina must to be compliant to 21 CFR part 820 in order to sell or products as ln Vitro
Devices and medical devices.

25.What is part 11?
ln March of 1997 the FDA issued a set of regulations that provide criteria for acceptance by
FDA, under certain circumstances, of electronic records, electronic signatures, and
handwritten signatures executed to electronic records as equivalent to paper records and
handwritten signatures executed on paper. These regulations, which apply to all FDA
program areas, were intended to permit the widest possible use of electronic technology,
compatible with FDA's responsibility to protect the public health.
[Full name: part 11 of Title 21 of the Code of Federal Regulations; Electronic Records;
Electronic Signatures (21 CFR Pañ 11)l

26.What is GLIA?
The acronym stands for Clinical Laboratory Improvement Amendments. CLIA outlines the
quality standards for alf laboratory testing to ensure the accuracy, reliability, and timeliness
of patient test (or on any material derived from the human body for the purpose of providing
information for the diagnosis, prevention, or treatment of disease or improvement of the
health of human being) results regardless of where the test has been pedormed.
Laboratories with 'CLIA High Complexity Certification" are able to design and validate their
own laboratory developed tests for clinical use.

27.What is a control material, a reference standard, a proficiency sample?
Control material is a materialwith known composÍtion or properties which can be used for
the assessment of the performance of an anaþtical procedure or parttlreteof.
Reference standard is considered to be the best available method for establishing the
presence or absence of the condition of interest. The reference standard can e a single
method or a combination of methods to establish the presence of the target condition.
A proficiency sample is utilized to assess inter-laboratory concordance.
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